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Record Type: Record 

To: See the distribution list at the bottom of this message 

cc: 
Subject: Biomaterials Signing 

I do not know when the President will sign this bill next week (deadline is Aug. 15th), but I will be 
out of the office on Monday and Tuesday, so I wanted to circulate this draft signing statement and 
provide the background attached in case this comes up then. If you have comments, please email 
to both me and Jake Siewert, who will incorporate comments if necessary while I am out. 

If you need to reach me, I should be page-able through signal or at 1-800-sky-page, pin #216-8036 
or reachable ad P6I(bX6) I If I can't be reached and you have a legal question, you also can 
call Fran Allegra who is helping out family in Cleveland at I P6/(b)(6) lor page him through the 
DoJ command center at 514--5000. 

D 
bioback.gr 

STATEMENT OF THE PRESIDENT 
August XX, 1998 

I am pleased to sign today the Biomaterials Access Assurance Act of 1998, which should help 
to ensure the continued availability of life-saving and Iife-enbancing medical devices. The bill 
protects certain raw materials and parts suppliers from liability for harm caused by a medical 
implant. Congress heard significant evidence that these biomaterials suppliers are increasingly 
unwilling to sell their goods to implant manufacturers. Although these suppliers have never 
been found liable, they fear that their costs to defend themselves, if dragged into litigation 
over the medical device, would far outweigh the profits they would earn from supplying the 
raw materials. But without those materials, Americans would have to live without the heart 
valves, jaw implants, artificial hips, and other medical devices (including many not yet 
imagined) that can help the victims of disease and injury stay alive or improve the quality of 
their lives. 
This bill is an appropriate limitation on tort liability, because there has been a showing of an 
important need -- maintaining the supply of biomaterials -- and the law is narrowly crafted to 
accomplish that objective. This bill addresses concerns that I raised, when I vetoed the 
product liability bill in 1996, about that bill's biomaterials provision. Changes made in this 
bill ensure that no plaintiff will be unable to recover the full amount of the damages she was 
awarded, because a supplier, whose negligence or intentionally tortious behavior was a cause 
of the plaintiff's harm, was protected from liability under this bill. As narrowed in this way, 
this bill represents a limited and balanced response to a demonstrated need and merits 
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signature. 

Message Sent To: 

Gene B. Sperling/OPD/EOP 
David W. Beier/OVP @ OVP 
Charles W. Burson/OVP @ OVP 
John PodestaIWHO/EOP 
Bruce R. Lindsey/WHO/EOP 
Peter G. Jacoby/WHO/EOP 
Sally Katzen/OPD/EOP 
Shannon Mason/OPD/EOP 
Melissa G. Green/OPD/EOP 
Melissa M. Murray/WHO/EOP 
Dawn L. Smalls/WHO/EOP 
Christopher C. Jennings/OPD/EOP 
Jeanne lambrew/OPD/EOP 
Karen Tramontano/WHO/EOP 
Jake Siewert/OPD/EOP 
Ingrid M. Schroeder/OMB/EOP 
James J. Jukes/OMB/EOP 
Daniel N. Mendelson/OMB/EOP 
Barbara Chow/OMB/EOP 
Michael Deich/OMB/EOP 
Theodore Wartell/OMB/EOP 
Patricia E. Romani/OMB/EOP 
Maria Echaveste/WHO/EOP 
Elena Kagan/OPD/EOP 
Phillip Caplan/WHO/EOP 
Jonathan A. Kaplan/OPD/EOP 



[OiOlJaCK.grd 

What are biomaterials? 

BACKGROUND ON BIOMATERIALS 
August 7, 1998 

"Biomaterials" are raw materials or component parts used in the manufacture of an 
implant -- a device placed in the body or in contact with bodily fluids or internal 
human tissue (e.g., joint replacements, pacemakers). Examples of biomaterials 
include the resin used in artificial heart values and Teflon once used in jaw 
implants. 

What is the problem? 

Suppliers of raw materials and component parts are increasingly unwilling to sell 
their goods to implant manufacturers out of fear of being dragged into costly 
litigation over the medical devices. Under current law, the suppliers have rarely if 
ever been found liable; however, they can be brought into the litigation. Some 
suppliers have spent considerable sums defending themselves. The suppliers argue 
that the potential litigation costs faced so dwarf the profits from these sales that 
the suppliers are better off refusing to sell to the manufacturers of these goods, 
since sales of the materials for use in medical devises are generally only a small 
portion of the overall market for these materials. 

During Congressional hearings, industry representatives gave as an example the 
total global revenues in 1992 for polyacetol resin (used in artificial heart values) for 
all medical applications was only $214.50. In another story, a supplier alleged that 
a nickel's worth of Teflon in a jaw implant caused the supplier to incur $40 million 
in court costs. Several studies suggest that these problems are not isolated. 
Suppliers argue that without protection from liability, biomaterials would be 
unavailable leading to the unavailability of lifesaving and life-enhancing medical 
devices. 

What does the Biomaterials bill do? 

Under the biomaterials title of the bill, raw material and component part suppliers 
could not be liable for harm and could obtain an expeditious ruling on a motion to 
dismiss or for summary judgement if the generic raw material or component part 
supplied met contractual specifications and if the supplier could not be classified as 
either a manufacturer or a seller of the implant. The provision would immunize 
most biomaterials suppliers from suits for deficiencies in the design or testing of a 
medical device or for inadequate warnings with respect to that device. 

What was the Administration's position on biomaterials? 

Page 111 
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On May 2, 1996, the President vetoed product liability legislation that contained an 
early version of the biomaterial provisions. While generally supportive of the 
legislation's purpose, the President said that he could not support provisions that 
protected suppliers when they knew or should have known that the material they 
were supplying was unsuitable for the purpose intended. Amendments were added 
to address our concerns. Under a new impleader section in this bill, once a final 
judgment had been rendered in a claimant's action against a manufacturer, a court 
could bring back into the case a supplier whose negligence or intentionally tortious 
conduct was a cause of the harm, if the manufacturer's liability should be reduced 
because of that negligence or intentionally tortious conduct or the manufacturer is 
insolvent. The White House remained concerned that the impleader rule was still 
too restrictive. However, Senator Lieberman agreed to drop the most limiting 
provision -- a requirement for "clear and convincing" evidence demonstrating that 
the supplier's negligence caused the claimant's injuries. 

What was the "Baxter amendment"? 

The Baxter amendment is not included in this bill. It was incorporated in a version 
of the biomaterials title of the broader product liability bill when it came to the 
Senate Floor early this summer. However, when the stand-alone biomaterials bill 
moved this year, Baxter was not added. 

The Baxter amendment would have broadened the definition of "implant" to include 
IVS and catheters. 

Specifically, implant would include: "containers and their related products to be 
used to collect fluids or tissue from the body or to infuse or otherwise introduce 
fluids or tissue into the body in conjunction with a medical device [that is intended 
by the manufacturer of the device (1) to be placed into a surgically or naturally 
formed or existing cavity of the body for a period of at least 30 days; or (2) to 
remain in contact with bodily fluids or internal human tissue through a surgically 
produced opening for any period of timel." 

By broadening the definition of implant, the amendment would broaden the 
protection from liability to those who supply raw materials or component parts for 
use in the manufacture of such IVS and catheters. 

The Administration has been told that the goal of the Baxter amendment is to 
address concern of the Baxter Healthcare Corporation that their regular supplier of 
raw materials was purchased by a larger company which is concerned about 
potential liability, will no longer enter into long-term contracts to supply the plastics 
materials, and may eventually be unwilling to supply the material at all. If so, the 
company would need to retool and reengineer its plants at great expense to use the 
other materials available that might be adapted for this use. The Administration 
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expressly asked whether there had been any litigation involving the biomaterials 
that would be covered by the bill and was told that there had been none. 

What has the Administration said on the Baxter amendment? 

On May 1, 1998, in a private letter to Senators Gorton and Rockefeller, which does 
not appear to be in the public domain, Gene Sperling and Bruce Lindsey wrote: 

"We are not prepared to expand the biomaterials provision to cover raw materials 
and component parts of IVS (intervenous apparatuses) and catheters, which are 
unlike the medical implants covered by the provisions where only a few hundred are 
used each year, materials suppliers face a demonstrated litigation threat, and there 
is a current danger of product unavailability." 

Thereafter, when the product liability bill came to the Senate floor in a version that 
incorporated the Baxter amendment, the White House confirmed publicly that 
Senator Lott had been told that the President would not veto that bill over the 
inclusion of the Baxter amendment. 

Page 3JI 
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From: Ingrid M. Schroeder on 07/27/98 05:38:53 PM 

Record Type: Record 

To: See the distribution list at the bottom of this message 

cc: Elena Kagan/OPO/EOP. Laura Emmett/WHO/EOP 
Subject: URGENT - Biomats. SAP 

Attached is the rewrite of the HR 872 - Biomats SAP. This version has been 
approved by Podesta, Sperling, Katzen, and Lindsey. Please let me know ASAP if 
you have any comments. Thanks 

"The Administration supports House passage of H.R. 872 in the form of the manager's amendment. 
The bill would protect certain biomaterials suppliers from liability for harm caused by an implant. In 
vetoing legislation that included a separate biomaterials title in 1996, the President expressed 
general support for the goals of the biomaterials bill, but objected to the language because it would 
protect from liability even those suppliers who knew or should have known that the materials, as 
implanted, would cause injury. The bill before the House does not protect those suppliers whose 
negligence or intentionally tortious conduct was a cause of the harm, if the manufacturer's liability 
should be reduced because of that negligence or intentionally tortious conduct or if the 
manufacturer is insolvent. This bill is narrowly crafted to address the demonstrated problem that 
the supply of life-saving and life-enhancing bodily implants is threated by the refusal of suppliers of 
raw materials and component parts to provide their parts and materials because their potential 
costs defending against liability claims exceed their profits from sale of the parts and materials." 

Message Sent To: 

Christopher C. Jennings/OPO/EOP 
Peter G. Jacoby/WHO/EOP 
John E. Thompson/OMB/EOP 
Oavid J. Haun/OMB/EOP 
Steven O. Aitken/OMB/EOP 
Marc Garufi/OMB/EOP 
Richard J. Turman/OMB/EOP 
Ellen J. Balis/OMB/EOP 
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Record Type: Record 

To: See the distribution list at the bottom of this message 

cc: See the distribution list at the bottom of this message 
Subject: Movement on Biomaterials Bill 

Note: Reply requested by COB Friday, if possible. House floor action possible next Tuesday. 

The House may take up a stand-alone biomaterials bill on the suspension calendar next Tuesday or 
the following Tuesday. Senator Lieberman's office tells me that the Senator hopes to have the 
Senate take up the House version directly, thus avoiding a conference. As a result, Senator 
Lieberman wants to make sure that the Administration is comfortable with the version that will be 
adopted by the House and asked us for any comments. 

Before the House Commerce and Judiciary Committees reported out their stand-alone biomaterials 
bill, majority and minority staff, along representatives of the Health Industry Manufacturers 
Association (the principal biomaterials bill proponent) and the Association of Trial Lawyers of 
America made significant, technical drafting changes to the Senate version. Senator Lieberman's 
office has asked us to review those changes and let them know whether or not we would object to 
the bill as rewritten, (Note: The House bill does not include the Baxter amendment.) 

Fran Allegra (DoJ) and I have closely reviewed the rewrite. The changes clearly are motivated by 
an intent to clarify and improve the drafting of the biomaterials provision and almost all are changes 
to which we are indifferent or which we consider technical improvements. 

Two changes are substantive but seem reasonable. The first would authorize the court to stay 
proceedings while the Secretary of HHS considers a petition to declare that the supplier was 
required to register the implant with the Secretary or include it on a list of devices filed with the 
Secretary, and thus can be found liable as a manufacturer notwithstanding the protection in the bill. 
As a practical matter, a court would be likely issue such a stay. This change just provides clear 
authority. (In addition, at our request on behalf of HHS, the time provided for the Secretary to 
make that declaration has been extended from 45 to 120 days.) 

The second change limits the liability protection provided by the bill by allowin a su lier to be 
he d la e as a se er, not only where the supplier acts expressly as a seller, but also where its acts 
effectively as a seller, but by closing in escrow and acting under contract with the manufacturer, 
avoid legal status as a seller. This provision was added by House counsel because of fear that 
blomaterlals suppliers, who are also sellers, would find creative ways to avoid liability. HIMA 
reluctantly agreed to the change, 

There were a few changes that raised new technical drafting issues. We provided the Hill staff 
with a list and they have tentatively agreed to all our further edits, subject to final review. We 
should hear back shortly. The staff plan to offer an amendment, including the technical changes 
we requested, as the bill is brought up on the suspension calendar next Tuesday or the Tuesday 
thereafter. 
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We have not said that the Administration supports this biomaterials bill, although last week we told 
Senator Lieberman that we would not ob ect It blomaterials moved se arately, so long as Senator 

oc e eller did not object. (He has said t . e r, 
we WI e asked to say officially whether we support this biomaterials bill. I aSSllme tbat if all Qur 
technical concerns are met, the answer is yes (or at least we have no objection). but please let me 
know by close of business friday your views. 

If you would like to receive a copy of the House bill, please let me know. 

Thank you. 

Message Sent To: 

Gene B. Sperling/OPO/EOP 
Sally Katzen/OPO/EOP 
John PodestaIWHO/EOP 
Bruce R. LindseyIWHO/EOP 
Charles W. Burson/OVP @ OVP 
David W. Beier/OVP @ OVP 
Lawrence J. Stein/WHO/EOP 
Peter G. JacobyIWHO/EOP 
Michael Oeich/OMB/EOP 
Elena Kagan/OPO/EOP 
WEINSTEIN_P @ A l@CO@VAXGTWY @ VAXGTWY 
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Melissa G. Green/OPO/EOP 
/WHO/EOP 
Shannon Mason/OPO/EOP 
Dawn L. SmalisIWHO/EOP 
Melissa M. MurrayIWHO/EOP 
Jessica L. GibsonIWHO/EOP 
Marjorie Tarmey/WHO/EOP 
Theodore Wartell/OMB/EOP 
Patricia E. Romani/OMB/EOP 
Jonathan A. Kaplan/OPO/EOP 
Jake Siewert/OPO/EOP 
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DRAFI' - NOT FOR RELEASE 

B,B, 871 • Bjpmatulala Acml AmaUPC@ Act Of 199' 
(Geku (R) PennsylvllDia and 133 cospouon) 

July 27, 1998· 
(House) 

The Administration supports House passage ofH.R. 872 in the fonn of the m!lT!ager's 
amendment which would protect certain biomatcrials supplier from liability for I)arm caused by 
an implant This ptotection would not apply to suppliers: (1) who are registered manufacturers 
of the implant; (2) who are sellers of the implant and who held title to the implant at the time of 
sale (or is related by common ownership or control to such a seller); (3) who furnish mw 
IIlI1terials or components that fail to meet applicab1econtractual requirements or specifications; 
or (4) whose negligence or intentionally tortious conduct was a cause ofthC harm, if the 
manufacturer's liability should be reduced because of that negligence or intentionally tortious 
conduct or the manufacturer is insolvent. 

••••••• 

. 
• 
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AMENDMENT IN THE NATURE OF A SUBSTITURE 

FOR H.R. 872 

OFFERED BY MIt. GEKAS 

Strike all after the enacting clause and insert the 

following: 

1 SECTION 1. SHORT TITLE 

2 This Act may be cited as the "Biomaterials Access 

3 Assurance Act of 1997". 

4 SEC. 2. FINDINGS. 

5 The Congress finds that-

6 (1) each year millions of citizens of the United 

7 States depend on the availability of lifesaving or life 

8 enhancing medical devices, many of which are per-

9 manently implantable within the human body; 

10 (2) a continued supply of raw materials and 

11 component parts is necessary for the invention, de-

12 velopment, improvement, and maintenance of the 

13 supply of the devices; 

14 (3) most of the medical devices are made with 

15 raw materials and component parts that-

16 (A) move in interstate commerce; 

September 10, 1997 
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2 

1 (B) are not designed or manufactured spe-

2 cifically for use in medical devices; and 

3 (C) come in contact with internal human 

4 tissue; 

5 (4) the raw materials and component parts also 

6 are used in a variety of nonmedical products; 

7 (5) because small quantities of the raw mate-

8 rials and component parts are used for medical de-

9 vices, sales of raw materials and component parts 

10 for medical devices constitute an extremely small 

11 portion of the overall market for the raw materials 

12 and component parts; 

13 (6) under the Federal Food, Drug, and Cos-

14 metic Act (21 U.S.C. 301 et seq.) manufacturers of 

15 medical devices are required to demonstrate that the 

16 medical devices are safe and effective, including 

17 demonstrating that the products are properly de-

18 signed and have adequate warnings or instructions; 

19 (7) notwithstanding the fact that raw materials 

20 and component parts suppliers do not design, 

21 produce, or test a final medical device, the suppliers 

22 have been the subject of actions alleging inad-

23 equate--

September 10, 1997 
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1 (A) design and testing of medical devices 

2 manufactured with materials or parts supplied 

3 by the suppliers; or 

4 (B) warnings related to the use of such 

5 medical devices; 

6 (8) even though suppliers of raw materials and 

7 component parts have very rarely been held liable in 

8 such actions, such suppliers have ceased supplying 

9 certain raw materials and component parts for use 

10 in medical devices for a number of reasons, includ-

11 ing concerns about the costs of such litigation; 

12 (9) unless alternate sources of supply can be 

13 found, the unavailability of raw materials and com-

14 ponent parts for medical devices will lead to unavail-

15 ability of lifesaving and life-enhancing medical de-

16 VIces; 

17 (10) because other suppliers of the raw mate-

18 rials and component parts in foreign nations are re-

19 fusing to sell raw materials or component parts for 

20 use in manufacturing certain medical devices in the 

21 United States, the prospects for development of new 

22 sources of supply for the full range of threatened 

23 raw materials and component parts for medical de-

24 vices are remote; 

September 10, 1997 
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1 (11) it is unlikely that the small market for 

2 such raw materials and component parts in the 

3 United States could support the large investment 

4 needed to develop new suppliers of such raw mate-

S rials and component parts; 

6 (12) attempts to develop such new suppliers 

. 7 would raise the cost of medical devices; 

8 (13) courts that have considered the duties of 

9 the suppliers of the raw materials and component 

10 parts have generally found that the suppliers do not 

11 have a duty-

12 (A) to evaluate the safety and efficacy of 

13 the use of a raw material or component part in 

14 a medical device; and 

15 (B) to warn consumers concerning the 

16 safety and effectiveness of a medical device; 

17 (14) because medical devices and the raw mate-

18 rials and component parts used in their manufacture 

19 move in interstate commerce, a shortage of such raw 

20 materials and component parts affects interstate 

21 commerce; 

22 (15) in order to safeguard the availability of a 

23 wide variety of lifesaving and life-enhancing medical 

24 devices, immediate action is needed-

September 10. 1997 
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1 (A) to clarify the permissible bases of li-

2 ability for suppliers of raw materials and com-

3 ponent parts for medical devices; and 

4 (B) to provide expeditious procedures to 

5 dispose of unwarranted suits against the suppli-

6 ers in such manner as to mininrize litigation 

7 costs; 

8 (16) the several States and their courts are the 

9 primary architects and regulators of our tort system; 

10 Congress, however, must, in certain circumstances 

11 involving the national interest, address tort issues, 

12 and a threatened shortage of raw materials and 

13 component parts for life-saving medical devices is 

14 one such circumstance; and 

15 (17) the protections set forth III this Act are 

16 needed to assure the continued supply of materials 

17 for life-saving medical devices; however, negligent 

18 suppliers should not be protected. 

19 SEC. 3. DEFINITIONS. 

20 As used in this Act: 

21 (1) Bro~L\TERL\LS SCPPLIER.-

22 (A) I~ GE:\"EIUL.-The term "biomaterials 

23 supplier" means an entity that directly or indi-

24 rectly supplies a component part or raw mate-

25 rial for use in the manufacture of an implant. 

September 10. 1997 
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September 10. 1997 
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6 

(B) PERSOXS INCLUDED.-Such term in

cludes any person who-

(i) has submitted master files to the 

Secretary for purposes of pre market ap

proval of a medical device; or 

(ii) licenses a biomaterials supplier to 

produce component parts or raw materials. 

(2) CLAUlAc'iT.-

(A) Ix GENERAL.-The term "claimant" 

means any person who brings a civil action, or 

on whose behalf a civil action is brought, aris

ing from harm allegedly caused directly or indi

rectly by an implant, including a person other 

than the individual into whose body, or in con

tact with whose blood or tissue, the implant is 

placed, who claims to have suffered harm as a 

result of the implant. 

(B) ACTION BROUGHT ON BEHALF OF A.'\ 

ESTATE.-With respect to an action brought on 

behalf of or through the estate of an individual 

into whose body, or in contact with whose blood 

or tissue the implant is placed, such term in

cludes the decedent that is the subject of the 

action. 
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(C) ACTION BROVGHT 0:\ BEHALF OF A 

MI:-iOR OR I:-iCmIPETE:\T.-With respect to an 

action brought on behalf of or through a minor 

or incompetent, such term includes the parent 

or guardian of the minor or incompetent. 

(D) EXCLl'SIONS.-Such term does not in

clude-

(i) a provider of professional health 

care services, in any case in which-

(I) the sale or use of an implant 

is incidental to the transaction; and 

(II) the essence of the trans

action is the furnishing of judgment, 

skill, or services; 

(ii) a person acting in the capacity of 

a manufacturer, seller, or biomaterials sup

plier; or 

(iii) a person alleging harm caused by 

either the silicone gel or the silicone enve

lope utilized in a breast implant containing 

silicone gel, except that-

(I) neither the exclusion provided 

by this clause nor any other provision 

of this Act may be construed as a 

finding that silicone gel (or any other 
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form of silicone) mayor may not 

cause harm; and 

(II) the existence of the exclusion 

under this clause may not be disclosed 

to a jury in any civil action or other 

proceeding, and except as necessary to 

establish the applicability of this Act, 

otherwise be presented in any civil ac

tion or other proceeding. 

(3) COMPOXEXT PART.-

(A) Ix GE:-1E&\L.-The term "component 

part" means a manufactured piece of an im

plant. 

(B) CERTAIX CO~IPOXEXTS.-Such term 

includes a manufactured piece of an implant 

that-

(i) has significant non-implant appli

cations; and 

(ii) alone, has no implant value or 

purpose, but when combined with other 

component parts and materials, constitutes 

an implant. 

(4) IL\R~l.-

(A) GE:,\E&\L.-The term "harm" 

means-
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(i) any injury to or damage suffered 

by an individual; 

(ii) any illness, disease, or death of 

that individual resulting from that i~ury 

or damage; and 

(iii) any loss to that individual or any 

other individual resulting from that i~ury 

or damage. 

(B) EXCLCSIO:\.-The term does not in

clude any commercial loss or loss of or damage 

to an implant. 

(5) I)IPLA..'\T.-The term "implant" means

(A) a medical device that is intended by 

the manufacturer of the device--

(i) to be placed into a surgically or 

naturally formed or existing cavity of the 

body for a period of at least 30 days; or 

(ii) to remain in contact with bodily 

fluids or internal human tissue through a 

surgically produced opening for a period of 

less than 30 days; and 

(B) suture materials used in implant pro

cedures. 
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1 (6) MA .. \iUFACTCRER.-The term "manufac-

2 turer" means any person who, with respect to an im-

3 plant-

4 (A) is engaged in the manufacture, prepa-

5 ration, propagation, compounding, or processing 

6 (as defined in section 51O(a)(l) of the Federal 

7 Food, Drug, and Cosmetic Act (21 U.S.C. 

8 360(a)(I)) of the implant; and 

9 (B) is required-

10 (i) to register with the Secretary pur-

11 suant to section 510 of the Federal Food, 

12 Drug, and Cosmetic Act (21 U.S.C. 360) 

13 and the regulations issued under such sec-

14 tion; and 

15 (ii) to include the implant on a list of 

16 devices filed with the Secretary pursuant 

17 to section 51O(j) of such Act (21 U.S.C. 

18 360(j)) and the regulations issued under 

19 such section. 

20 (7) MEDICAL DEVICE.-The term "medical de-

21 vice" means a device, as defined in section 201(h) 

22 of the Federal Food, Drug, and Cosmetic Act (21 

23 U.S.C. 321(h)), and includes any device component 

24 of any combination product as that term is used in 

25 section 503(g) of such Act (21 U.S.C. 353(g)). 

September 1 O. 1997 
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1 (8) RAW )IATERIAL.-The term "raw material" 

2 means a substance or product that-

3 (A) has a generic use; and 

4 (B) may be used in an application other 

5 than an implant. 

6 (9) SECRETARY.-The term "Secretary" means 

7 the Secretary of Health and Human Services. 

8 (10) SELLER.-

9 (A) Ix GE;-\ERAL.-The term "seller" 

10 means a person who, in the course of a business 

11 conducted for that purpose, sells, distributes, 

12 leases, packages, labels, or otherwise places an 

l3 implant in the stream of commerce. 

14 (B) EXCLeSIOxs.-The term does not in-

15 elude--

16 (i) a seller or lessor of real property; 

17 (ii) a provider of professional services, 

18 in any case in which the sale or use of an 

19 implant is incidental to the transaction and 

20 the essence of the transaction is the fur-

21 nishing of judgment, skill, or services; or 

22 (iii) any person who acts in only a ti-

23 nancial capacity with respect to the sale of 

24 an implant. 

September 10. 1997 
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1 SEC. 4. GENERAL REQUIREMENTS; APPLICABll..ITY; PRE-

2 EMPTION. 

3 (a) GEXERAL REQl'IRE~IEXTS.-

4 (1) Ix GENERAL.-In any civil action covered 

5 by this Act, a biomaterials supplier may raise any 

6 defense set forth in section 5. 

7 (2) PRocEDURES.-Notwithstanding any other 

8 provision of law, the Federal or State court in which 

9 a civil action covered by this Act is pending shall, in 

10 connection with a motion for dismissal or judgment 

11 based on a defense described in paragraph (1), use 

12 the procedures set forth in section 6. 

13 (b) APPLICABILITY.-

14 (1) Ix GENERAL.-Except as provided in para-

15 graph (2), notwithstanding any other provision of 

16 law, this Act applies to any civil action brought by 

17 a claimant, whether in a Federal or State court, 

18 against a manufacturer, seller, or biomaterials sup-

19 plier, on the basis of any legal theory, for harm al-

20 legedly caused by an implant. 

21 (2) EXCLVSIO:-.I.-A civil action brought by a 

22 purchaser of a medical device for use in providing 

23 professional services against a manufacturer, seller, 

24 or biomaterials supplier for loss or damage to an im-

25 plant or for commercial loss to the purchaser-

September to, t997 
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1 (A) shall not be considered an action that 

2 is subject to this Act; and 

3 (B) shall be governed by applicable com-

A. mercial or contract law. 

5 (c) SCOPE OF PREE;lIPTIO~.-

6 (1) I" GENERAL.-This Act supersedes any 

7 State law regarding recovery for harm caused by an 

8 implant and any rule of procedure applicable to a 

9 civil action to recover damages for such harm only 

10 to the extent that this Act establishes a rule of law 

11 applicable to the recovery of such damages. 

12· (2) APPLICABILITY OF OTHER LAWS.-Any 

13 issue that arises under this Act and that is not gov-

14 erned by a rule of law applicable to the recovery of 

15 damages described in paragraph (1) shall be gov-

16 erned by applicable Federal or State law. 

17 (d) STATCTORY COXSTRCCTIO~.-Nothing III this 

18 Act may be construed-

19 (1) to affect any defense available to a defend-

20 ant under any other provisions of Federal or State 

21 law in an action alleging harm caused by an im-

22 plant; or 

23 (2) to create a cause of action or Federal court 

24 jurisdiction pursuant to section 1331 or 1337 of title 

September to, t 997 
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1 28, United States Code, that otherwise would not 

2 exist under applicable Federal or State law. 

3 SEC. 5. LIABILITY OF BIOMATERIALS SUPPLIERS. 

4 (a) IN GENER.,\L.-

5 (1) EXCLUSION FRO}I LIABILITY.-Except as 

6 provided in paragraph (2) or section 7, a biomate· 

7 rials supplier shall not be liable for harm to a claim· 

8 ant caused by an implant. 

9 (2) LIABILITY.-A biomaterials supplier that-

10 (A) is a manufacturer may be liable for 

II harm to a claimant described in subsection (b); 

12 (B) is a seller may be liable for harm to 

13 a claimant described in subsection (c); and 

14 (C) furnishes raw materials or component 

15 parts that fail to meet applicable contractual re-

16 quirements or specifications may be liable for 

17 harm to a claimant described in subsection (d). 

18 (b) LIABILITY AS MA.'\CFACTCRER.-

19 (1) IN GENER.,\L.-A biomaterials supplier may, 

20 to the extent required and permitted by any other 

21 applicable law, be liable for harm to a claimant 

22 caused by an implant if the biomaterials supplier is 

23 the manufacturer of the implant. 

24 (2) GROCNDS FOR LLillILITY.-The biomate-

25 rials supplier may be considered the manufacturer of 

September to, 1997 
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1 the implant that allegedly caused hann to a claimant 

2 only if the biomaterials supplier-

3 (A)(i) has or should have registered with 

4 the Secretary pursuant to section 510 of the 

5 Federal Food, Drug, and Cosmetic Act (21 

6 U.S.C. 360) and the regulations issued under 

7 such section; and 

8 (ii) included' or should have included the 

9 implant on a list of devices filed with the Sec-

10 retary pursuant to section 510(j) of such Act 

11 (21 U.S.C. 360(j)) and the regulations issued 

12 under such section; 

13 (B) is the subject of a declaration issued 

14 by the Secretary pursuant to paragraph (3) 

15 that states that the supplier, with respect to the 

16 implant that allegedly caused hann to the 

17 claimant, was required to-

18 (i) register with the Secretary under 

19 section 510 of such Act (21 U.S.C. 360), 

20 and the regulations issued under such sec-

21 tion, but failed to do so; or 

22 (ii) include the implant on a list of de-

23 vices filed with the Secretary pursuant to 

24 section 510(j) of such Act (21 U.S.C. 

September to. 1997 
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360(j)) and the regulations issued under 

such section, but failed to do so; or 

(C) is related by common ownership or 

control to a person meeting all the requirements 

described in subparagraph (A) or (B), if the 

court deciding a motion to dismiss in accord

ance with section 6(c)(3)(B)(i) finds, on the 

basis of affidavits submitted in accordance with 

section 6, that it is necessary to impose liability 

on the biomaterials supplier as a manufacturer 

because the related manufacturer meeting the 

requirements of subparagraph (A) or (B) lacks 

sufficient financial resources to satisfy any 

judgment that the court feels it is likely to 

enter should the claimant prevail. 

(3) Ao~!IXISTRATIYE PROCEDl'RES.-

(A) Ix GEXERAL.-The Secretary may 

issue a declaration described in paragraph 

(2)(B) on the motion of the Secretary or on pe

tition by any person, after providing-

(i) notice to the affected persons; and 

(ii) an opportunity for an informal 

hearing. 

(B) DOCKETIXG A.,\;D FIXAL DECISION.

Immediately upon receipt of a petition filed 
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1 pursuant to this paragraph, the Secretary shall 

2 docket the petition. Not later than 180 days 

3 after the petition is filed, the Secretary shall 

4 issue a final decision on the petition. 

5 (C) APPLICABILITY OF STATl'TE OF LDII-

6 TATIONS.-Any applicable statute of limitations 

7 shall toll during the period during which a 

8 claimant has filed a petition with the Secretary 

9 under this paragraph. 

10 (c) LLillILITY AS SELLER.-A biomaterials supplier 

11 may, to the extent required and permitted by any other 

12 applicable law, be liable as a seller for harm to a claimant 

13 caused by an implant only if-

14 (1) the biomaterials supplier-

15 (A) held title to the implant that allegedly 

16 caused harm to the claimant as a result of pur-

17 chasing the implant after-

18 (i) the manufacture of the implant; 

19 and 

20 (ii) the entrance of the implant in the 

21 stream of commerce; and 

22 (B) subsequently resold the implant; or 

23 (2) the biomaterials supplier is related by com-

24 mon ownership or control to a person meeting all the 

25 requirements described in paragraph (1), if a court 

September to, t 997 
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1 deciding a motion to dismiss in accordance with sec-

2 tion 6(c)(3)(B)(ii) finds, on the basis of affidavits 

3 submitted in accordance with section 6, that it is 

4 necessary to impose liability on the biomateriaIs sup-

5 plier as a seller because the related seller meeting 

6 the requirements of paragraph (1) lacks sufficient fi-

7 nanciaI resources to satisfy any judgment that the 

8 court feels it is likely to enter should the claimant 

9 prevail. 

10 (d) LLillILITY FOR VIOLATI:-\G CO:-\TRACTL\L RE-

11 QUIRE)IE:-\TS OR SPECIFICATIO:-\S.-A biomateriaIs sup-

12 plier may, to the extent required and permitted by any 

13 other applicable law, be liable for harm to a claimant 

14 caused by an implant if the claimant in an action shows, 

15 by a preponderance of the evidence, that-

16 (1) the raw materials or component parts deliv-

17 ered by the biomaterials supplier either-

18 (A) did not constitute the product de-

19 scribed in the contract between the biomateriaIs 

20 supplier and the person who contracted for de-

21 livery of the product; or 

22 (B) failed to meet any specifications that 

23 were-

24 (i) provided to the biomaterials sup-

25 plier and not expressly repudiated by the 

September 10. 1997 
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biomaterials supplier prior to acceptance of 

delivery of the raw materials or component 

parts; 

(ii)(I) published by the biomaterials 

supplier; 

(II) provided to the manufacturer by 

the biomaterials supplier; or 

(ill) contained in a master file that 

was submitted by the biomaterials supplier 

to the Secretary and that is currently 

maintained by the biomaterials supplier for 

purposes of pre market approval of medical 

devices; or 

(iii) included ill the submissions for 

purposes of premarket approval or review 

by the Secretary under section 510, 513, 

515, or 520 of the Federal Food, Drug, 

and Cosmetic Act (21 U.S.C. 360, 360c, 

360e, or 36Oj), and received clearance 

from the Secretary if such specifications 

were provided by the manufacturer to the 

biomaterials supplier and were not ex

pressly repudiated by the biomaterials sup

plier prior to the acceptance by the manu-
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1 

2 

3 

facturer of delivery of the raw materials or 

component parts; and 

(2) such conduct was an actual and proximate 

4 cause of the harm to the claimant. 

5 SEC. 8. PROCEDURES FOR DISMISSAL OF ClVll.. ACTIONS 

6 AGAINST BIOMATERIALS SUPPLIERS. 

7 (a) MOTIOX TO Drs:\IIss.-1n any action that is sub-

8 ject to this Act, a biomaterials supplier who is a defendant 

9 in such action may, at any time during which a motion 

10 to dismiss may be filed under an applicable law, move to 

11 dismiss the' action against it on the grounds that-

12 (1) the defendant is a biomaterials supplier; 

13 and 

14 (2)(A) the defendant should not, for the pur-

15 poses of-

16 (i) section 5(b), be considered to be a man-

17 ufacturer of the implant that is subject to such 

18 section; or 

19 (ii) section 5(c), be considered to be a sel1-

20 er of the implant that allegedly caused harm to 

21 the claimant; or 

22 (B)(i) the claimant has failed to establish, pur-

23 suant to section 5(d), that the supplier furnished 

24 raw materials or component parts in violation of 

25 contractual requirements or specifications; or 

September 10. 1997 
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1 (ii) the claimant has failed to comply with the 

2 procedural requirements of subsection (b). 

3 (b) MAXt:FACTt:RER OF hIPLAXT SlLli.L BE NAMED 

4 A PARTY.-The claimant shall be required to name the 

5 manufacturer of the implant as a party to the action, un-

6 less-

7 (1) the manufacturer is subject to servIce of 

8 process solely in a jurisdiction in which the biomate-

9 rials supplier is not domiciled or subject to a service 

10 of process; or 

11 (2) a claim against the manufacturer is barred 

12 by applicable law or rule of practice. 

13 (c) PROCEEDI~G A:\' MOTIO:\' TO DISmss.-The fol-

14 lowing rules shall apply to any proceeding on a motion 

15 to dismiss filed under this section: 

16 (1) AFFIDAVITS RELATING TO LISTI:\'G Ac"D 

17 DECLillATIO:-';S.-

18 (A) h GENERAL.-The defendant in the 

19 action may submit an affidavit demonstrating 

20 that defendant has not included the implant on 

21 a list, if any, filed with Secretary pursuant to 

22 section 510(j) of the Federal Food, Drug, and 

23 Cosmetic Act (21 U.S.C. 360(j». 

24 (B) RESPONSE TO :\IOTION TO DIS)IISS.-

25 In response to the motion to dismiss, the claim-

September 10. 1997 
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1 ant may submit an affidavit demonstrating 

2 that-

3 (i) the Secretary 'has, with respect to 

4 the defendant and the implant that aIleg-

5 edIy caused harm to the claimant, issued a 

6 declaration pursuant to section 5(b)(2)(B); 

7 or 

8 (li) the defendant who filed the mo-

9 tion to dismiss is a seller of the implant 

10 who is liable under section 5(c). 

11 (2) EFFECT OF :\IOTIO:>: TO DrS~IISS 0:>: DIS-

12 COVERY.-

13 (A) I:>: GE:>:ERAL.-If a defendant files a 

14 motion to dismiss under paragraph (1) or (2) of 

15 subsection (a), no discovery shall be permitted 

16 in connection to the action that is the subject 

17 of the motion, other than discovery necessary to 

18 determine a motion to dismiss for lack of juris-

19 diction, until such time as the court rules on 

20 the motion to dismiss in accordance with the af-

21 fidavits submitted by the parties in accordance 

22 with this section. 

23 (B) DrSCOVERy.-If a defendant files a 

24 motion to dismiss under subsection (a)(2)(B)(i) 

25 on the grounds that the biomaterials supplier 

September 10. 1997 
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1 did not furnish raw materials or component 

2 parts in violation of contractual requirements or 

3 specifications, the court may permit discovery, 

4 as ordered by the court. The discovery con-

5 ducted pursuant to this subparagraph shall be 

6 limited to issues that are directly relevant to--

7 (i) the pending motion to dismiss; or 

8 (ii) the jurisdiction of the court. 

9 (3) AFFIDAVITS RELATIXG TO STATl"S OF DE-

10 FENDA .. "\"T.-

11 (A) IN GEXERAL.-Except as provided in 

12 clauses (i) and (ii) of subparagraph (B), the 

13 court shall consider a defendant to be a bio-

14 materials supplier who is not subject to an ac-

15 tion for harm to a claimant caused by an im-

16 plant, other than an action relating to liability 

17 for a violation of contractual requirements or 

18 specifications described in section 5(d) . 

. 19 (B) RESPONSES TO :'IOTIOX TO DIs:.nss.-

20 The court shall grant a motion to dismiss any 

21 action that asserts liability of the defendant 

22 under subsection (b) or (c) of section 5 on the 

23 grounds that the defendant is not a manufac-

24 turer subject to such section 5(b) or seller sub-

September 10. 1997 
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1 ject to section 5(c), unless the claimant submits 

2 a valid affidavit that demonstrates that-

3 (i) with respect to a motion to dismiss 

4 contending the defendant is not a manu-

5 facturer, the defendant meets the applica-

6 ble requirements for liability as a manufac-

7 turer under section 5(b); or 

8 (ii) with respect to a motion to dis-

9 miss contending that the defendant is not 

10 a seller, the defendant meets the applicable 

II requirements for liability as a seller under 

12 section 5(c). 

13 (4) BASIS OF RULIXG O~ :\IOTIOX TO DIS-

14 MISS.-

15 (A) Ix GEXERAL.-The court shall rule on 

16 a motion to dismiss filed under subsection (a) 

17 solely on the basis of the pleadings of the par-

18 ties made pursuant to this section and any affi-

19 davits submitted by the parties pursuant to this 

20 section. 

21 (B) MOTIO~ FOR Sl'mlARY .JUDG:"IIEXT.-

22 Notwithstanding any other provision of law, if 

23 the court determines that the pleadings and af-

24 fidavits made by parties pursuant to this sec-

25 tion raise genuine issues as concerning material 

September 10, 1997 
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1 facts with respect to a motion concerning con-

2 tractual requirements and specifications, the 

3 court may deem the motion to dismiss to be a 

4 motion for summary judgment made pursuant 

5 to subsection (d). 

6 (d) SDL\lARY JUDG:\IEXT.-

7 (1) 11\ GEXERAL.-

8 (A) BASIS FOR E:-.iTRY OF JUDGMEXT.-A 

9 biomaterials supplier shall be entitled to entry 

10 of judgment without trial if the court finds 

11 there is no genuine issue as concerning any ma-

12 terial fact for each applicable element set forth 

13 in paragraphs (1) and (2) of section 5(d). 

14 (B) ISSUES OF :'IL\TERL\L FACT.-With re-

15 spect to a finding made under subparagraph 

16 (A), the court shall consider a genuine issue of 

17 material fact to exist only if the evidence sub-

18 mitted by claimant would be sufficient to allow 

19 a reasonable jury to· reach a verdict for the 

20 claimant if the jury found the evidence to be 

21 credible. 

22 (2) DISCOVERY :'ILillE PRIOR TO A RVLIXG 0:\ 

23 A MOTIO:'>i FOR SU;\ULillY .JrDmlE:'>iT.-If, under ap-

24 plicable rules, the court permits discovery prior to a 

25 ruling on a motion for summary judgment made 

September 10. 1997 
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1 pursuant to this subsection, such discovery shall be 

2 limited solely to establishing whether a genuine issue 

3 of material fact exists as to the applicable elements 

4 set forth in paragraphs (1) and (2) of section 5(d). 

5 (3) DISCOVERY WITH RESPECT TO A BImlATE-

6 RIALS SUPPLIER.-A biomaterials supplier shall be 

7 subject to discovery in connection with a motion 

8 seeking dismissal or summary judgment on the basis 

9 of the inapplicability of section 5(d) or the failure to 

10 establish the applicable elements of section 5(d) sole-

11 ly to the extent permitted by the applicable Federal 

12 or State rules for discovery against nonparties. 

13 (e) STAY PENDING PETITION FOR DECLARATION.-

14 If a claimant has filed a petition for a declaration pursu-

15 ant to section 5 (b)(3)(A) with respect to a defendant, and 

16 the Secretary has not issued a final decision on the peti-

17 tion, the court shall stay all proceedings with respect to 

18 that defendant until such time as the Secretary has issued 

19 a final decision on the petition. The Secretary shall com-

20 plete review of any such petition within 6 weeks of receipt 

21 of the petition. 

22 (f) DnmISSAL WITH PRE.JCDICE.-An order grant-

23 ing a motion to dismiss or for summary judgment pursu-

24 ant to this section shall be entered with prejudice, except 

September 10. 1997 



F:\M5\GEKAS\GEKAS.027 H.L.C. 

27 

1 insofar as the moving defendant may be rejoined to the 

2 action as provided in section 7. 

3 (g) MA .. \TFACTt."RER CONDeCT OF LITIGATIOX.-

4 The manufacturer of an implant that is the subject of an 

5 action covered under this Act shall be permitted to con-

6 duct litigation on any motion for summary judgment or 

7 dismissal filed by a biomaterials supplier who is a defend-

8 ant under this section on behalf of such supplier if the 

9 manufacturer and any other defendant in such action 

10 enter into a valid and applicable contractual agreement 

11 under which the manufacturer agrees to bear the cost of 

12 such litigation or to conduct such litigation. 

13 SEC. 7. SUBSEQUENT IMPLEADER OF DISMISSED DEFEND-

14 ANT. 

15 (a) l'IPLEADIXG OF DIS~IISSED DEFEXDA...,\T.-A 

16 court, upon motion by a manufacturer or a claimant with-

17 in 90 days after entry of a final judgment in an action 

18 by the claimant against a manufacturer, and notwith-

19 standing any otherwise applicable statute of limitations, 

20 may implead a biomaterials supplier who has been dis-

21 missed from the action pursuant to this Act if-

22 (1) the manufacturer has made an assertion,ei-

23 ther in a motion or other pleading filed with the 

24 court or in an opening or closing statement at trial, 

25 or as part of a claim for contribution or indemnifica-

September 10. 1997 
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1 tion, and the court finds preliminarily, based on 

2 clear and convincing evidence contained in the 

3 record of the action, that under applicable law-

4 (A) the negligence of the dismissed sup-

5 plier was an actual and proximate cause of the 

6 hann to the claimant; and 

7 (B) the manufacturer's liability for dam-

8 ages should be reduced in whole or in part be-

9 cause of such negligence; or 

10 (2) the claimant has moved to implead the sup-

11 plier and the court finds preliminarily, based on 

12 clear and convincing evidence contained in the 

13 record of the action, that under applicable law-

14 (A) the negligence of the dismissed sup-

15 plier was an actual and proximate cause of the 

16 hann to the claimant; and 

17 (B) the claimant is unlikely to be able to 

18 recover the full amount of its damages from the 

19 remaining defendants. 

20 (b) STAXDARD OF LIABILITY.-A biomaterials sup-

21 plier who has been impleaded into an action subject to 

22 this .Act, as provided for in this section,-

23 (1) may, prior to entry of judgment on the 

24 claim against it, supplement the record of the pro-

September 10. 1997 
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1 ceeding that was developed prior to the grant of the 

2 motion for impleader under subsection (a), and 

3 (2) may be found liable to a manufacturer or 

4 a claimant only to the extent required and permitted 

5 by any applicable State or Federal law other than 

6 this Act in an action alleging harm caused by an im-

7 plant. 

8 (c) DISCOVERY.-Nothing in this section shall give 

9 a claimant or any other party the right to obtain discovery 

10 from a biomaterials supplier defendant at any time prior 

11 to grant of a motion for impleader beyond that allowed 

12 under section 6. 

13 SEC. 8. APPLICABILITY. 

14 This Act shall apply to all civil actions covered under 

15 this Act that are commenced on or after the date of enact-

16 ment of this Act, including any such action with respect 

17 to which the harm asserted in the action or the conduct 

18 that caused the harm occurred before the date of enact-

19 ment of this Act. 

September 10. 1997 
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The Hon. Jerrold Nadler 
Ranking Minority Member 

COMMITIEE ON THE JUDICIARY 

2138 RAYBURN HOUSE OFAce. BUILOl~G 

WASHINGTON, DC 20515-62'6 

(202) 22s-39S1 
hH.p://wWW, tloUSCI·vovfjudiCiary 

July 31, t 997 

Subcommittee on Commercial and Administrative Law 
House Judiciary Committee 
United States House of Representatives 
2448 Rayburn House Offic!! Building 
Washington, D.C. 20515 

Dear Congressman Nadler: 

.JI)UAN 1I:P1iu.~ 

MINORItY STAFf g(FU:CTOR 

I!AMtY fM/'IIk.. NI.t..!IISACt'll.l~r.-' 
CIW'lLES E. S04U1lll1!~, NEW "':-'1( 
IoIOINARD L .I'I"""N. eAUf!O ... 1oI. 
I:Qt IOUCMI;R, VlItOINIA 
JI!II."OI.Q N.AtU;R. PoIeW YOme. 
rt081!PI'T C. -IIoOtIDY· Icon ·.·,~CI'''''' 
MELVIN L WATT, NDl'1H t:.&.I'eL'~. 
It'4 l.OJORtN. CAuFOANIA 
"0 JACUON l,EE. TI),,&$ 
MAXINE WAf'E'RS. CALI'FO",..1A 
~~.M~eHAN.~~e~~~r-; 

WII.UAM D. PE\.AHUN1'. MA$SACtot".'(""""E 
FIOGlPU ~It FLOFl~ . 
STiVEN tl. ROTHMAN. NEW ~E.-.s~ 

As you know, I am commined to passage of the Biomateria15 Access Assurance Act 
(H.R. 872). This legislation, which I introduced early this year, bas attracted broad support and 
is vitally important to the mote: than 8 million Americans who$e lives depend on a reliable 
supply of raw materials and component parts for implantable medical devices. 

During our recent Subconunittee hearing on this legislation, you and other members of 
the Subcommittee explored'President Clinton's singular concem (expressed in his veto message 
of last year) that the bill would protect negligent biomaterials suppliers. We have worked to 
address this issue and I believe that we can modify H,R. 872 to address it without compromising 
the bill's underlying purpose. 

It is my intention to mark up this legislation in the Subcommittee shortly after we rerum 
from the August district work period. At that time, I will offer an amendment in the nature of a 
substitute that, in addition to making minor and technical changes, should satisfy concerns with 
the supplier negligence issue. I have attached a copy of the intended amendment for your 
review. The principal modification Is provision for a new post-trial procedure, available in 
narrowly specified circumstances, that pennit:l impleading a biomaterials supplier pre-viously 
dismissed under the legislation if sufficient evidence has been adduced to show that the 
dismissed biomaterials supplier's negligence was an actual and proximate cause of harm to the 
claimant. 
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. 
I hope and trust you will fmd these modifications satisfactory and I also hope you will 

join me in approving this amendment and urging its acceptanoe by all Members of the 
Subcommittee. To that end, I would like your assurance that the amendment as!lllages your 
concerns. I look forward to heariPg from you, and would welcome your partnership in protecting 
our nation's access to biomaterials. 

enclosure 

-.' 

I4J 003 
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[DISCUSSION DRAFT] 
JULY 31. 1997 

AMENDMENT TO H.R. ~72 

OFFERED BY MR.. GEKAS 

H.L.C. 

Strike all after the enacting clause and insert the 

following: 

1 SECTION 1. SHORT TITLE 

2 This Act may be cited as the "Biomaterials Access 

3 .Assurance.Act of 1997". 

4 SEC. 2. FL"II'DINGS. 

5 The Congress finds that-

6 (1) each year millions of citizens of the United 

7 States depen9. on the availability of lifesaving or life 

8 enhancing medical devices. many of whieh are pel'-

9 manently implantable within the human body; 

10 (2) a continued supply of raw materials and 
" 

11 component parts is necessa.t7 for the invention, de-

12 velopment, improvement, and maintenance of the 

13 supply of the devices; 

14 (3) most of the medical devices are made with 

15 raw materials and component parts that-

16 (A) move in interstate commerce; 

17 (B) a.re not designed or manufactured spe~ 

18cificruly for use in medical devices; and 

JUly31, 1997 (:3;0:3 p.m.) 

I4J 004 
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1 (C) come in contact with internal human 

2 tissue; 

3 (4) the raw materials and component pa.rts also 

4 are used in a variety of nonmedieal products; 

5 (5) because small quantities of the raw mate-

6 . rials and component parts are used for medical de-

7 vices, sales of raw ~terials and component parts 

8' for medical devices constitute an extremely small 

9 portion of the overall market for the ra\v materials 

10 and component pa.rtaj 

11 (6) Under the Federal Food, Drug, and Cos-

12 metic Act (21 T.J.S.C. 301 et seq.) manufacturers of 

13 nwdical devices are required to demonstrate that the 

14 . medical devices are safe and effective, including 

15 demonstrating that the products are properly de-

16 signed and have adequate warniDgs or instructions: 

17 . (7) notwithstanding the fact that raw materials 

18 and componeIit parts "'suppliers do not design, 

19 produce, or test a final medical device, the suppliers 

20 have been the subject of actions alleging inad-

21 equate--

22 (A) design and testing of medical devices 

23 lIlanut'a.ctu.red with materials or parts supplied 

24 by the suppliers; or 

J",ly 31,1997,3;03 p.m.) 

I4J 005 
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3 

(B) warnings related to the use of such 

medical devices; 

(8) even though suppliers of nl.W materials and 

eomponent parts have v'ery rarely'been held liable in 

such actions, such suppliers have ceased supplying 

certain raw materials and component parts for use 

in medj.cal devices for a. number of reasons, includ-
# 

ing concerns about the costs of such litigation; 

(9) unless alternate sources of supply can be 

found, the unavWIability of raw materials and Com

ponent parts for medical devices will lead to Ull1I.vail· 

ability of lifesaving and life-enhancing medical de-

vices· , 
(10) because other suppliers of the raw mate

rials and component parts in foreign nations are re

fusing to sell raw materials or component parts for 

use rnmanufacturing certain medical devices in the 

UDited States, the prospects for development of new 

sourees of supply for the full range of threatened 

raw materials and component pa.rt.s for medical de

vices are remote; 

(11) it is unlikely that the small market for 

such raw materials and componeut parts in the 

United States could support the la.rge investment 
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1 needed to develop new suppliers of such raw mate-

2 rials and component parts; 

3 (12) attempts to develop such new suppliers 

4 would raise the cost of medical de\'ices; 

5 (13) courts that have considered the duties of 

6 the suppliers of the raw materials and component 

7 parts have generally found that the suppliers do not 

8 have a duty-

9 (A) to evaluate the safety and efficacy of 

10 the use of /l. raw material or component part in 

11 a medical device; and 

12 (B) to warn consumers concerwng the 

13 . safety anq effectiveness of a medical device; 

14 (14) because medical de\'ices and the raw mate-

15 rials and component parts used in their manufacture 

16 move in interstate .commerce. shortage of such ra"\v 

17 materials and component parts affects interstate 

18 commerce; ... 
19 (15) in order to safeguard the ayailability of a 

20 wide variety of lifesaving and life-enhancing medical 

21 devices, immediate action is needed-

22 (A) to clarify the pennissible bases of li-

23 ability for suppliers of raw materials and com-

24 ponent parts for medical de,'ices; and 

.... uty 31, 1997 (3;013 p.m.) 

IaJ 007 
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1 (B) to provide expeditious procedures to 

2 dispose of unwammted suits against the suppli-

3 era in such manner as to mjnjmjze litigation 

4 costs; 

5 (16) the several States and their courts are the 

6 . primary architect.<; and regulators of our tort system; 

7 Congress. however, must, in certain circtunsta.nces 

8 involving the national interest, address tort issues, 

9 and a threatened shortage of raw materials and 

10 component parts for lila-saving· medical devices is 

11 one such circumstancej and 

12 (17) the protections set forth in this Act are 

13 needed to assure the continued supply of materials 

14 for life-saving medical devices; however, negligent 

15 supplie~ should not be protected. 

16 SEC. 3. DEFINITIONS. 

17 As Used in this Act: 

18 (1) BlOMATERIALS SUPPLIER.-

19 (A) IN GENERAL.-The term "biomaterials 

20 supplier" means an entity that dirootly or indi-

21 reetly supplies a component part or raw mate-

22 rial for use in the manufacture of an implant. 

23 (B) PERSONS lNCLUDED.--Such term w-

24 eludes any person who--

July3'. T007 (3~03 p.m.) 
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(0 has submitted master files to the 

Secretary for purposes of premarket ap

proval of a medical device; or 

(n) licenses a bio~aterials supplier to. 

produce component parts or raw materials. 

(2) CLAThIANT.-

(A) IN GENERAL.-The term "claimant" 

means any person who brin.,D'S a civil action, or 

on whose behalf a civil action is brought, aris

ing from harm allegedly caused directly or indi

rectly by an implant, including a person other 

than the indh'idual into whose body, or in con

tact with whose blood or tissue. the implant is 

placed, who claims to have suffered harm as a 

rest'.lt of the implant. 

(B) ACTION BROl.'GHT ON BEHALF OF A-" 

ESTATE.-With respect to an action brought on 

behalf of or through: the estate of an indhi.dual 

into whose body, or in Contact with whose blood 

or tissue the implant is placed, such term in

cludes the decedent that is the subje<'t of the 

action. 

(0) ACTION BROUGHT ON BEH...-\LF OF A 

MINOR OR rc-TCOMPETENT .-With respect to an . 

action brought on behalf of or thl-ough a minor 

~009 
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or incompetent, such term includes the parent 

or guardian of the minor or incompetent. 

(D) EXCLUSIONS.-'such term does not in

elude--

(i) a provider of professional health 

care services, in any C8$e in which-

(I) the sale or use of an. implant 

is incidental to the transaction; and 

(II) the essence of the trans-

action is the furnishing of judgment, 

skill, or services; 

(ii) a person acting in the capacity of 

a manufacturer, sell,er, or biomaterial.s sup

plier; or 

(iii) a person alleging harm caused by 

either the silicone gel or the silicone. enve

lope utilized in a breast implant contajnjng 

silicone gel, except that-

(I) neither the exclusion provided 

by this cla.use nor any other provision 

of this .Act may be construed as a 

finding that silicone gel (or any other 

form. of silicone) mayor may not 

ca.use harm; and 

I4l 010 
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(IT) the existence of the exclusion 

under this clause may not be disclosed 

to 8. jury in auy civil action or other 

proceeding, and exCept as necessary to 

establish the applicability of this Act, 

otherwise be presented in any civil ac

tion or other proceeding. 

(3) COMPONENT PART.-

(A) IN GENERAL.-The term "component 

part" means a. manufactured piece of an im-

plant. 

(B) CERTAIN COMPONENTS.-Such term 

includes a manufactured piece of an implant 

that-' 

(i) has significant non-implant appli-

cations; and 

(li) alone, has no implant 'I.-aIue or 

purpose, but when combined with other 

component parts and materials, coostitutes 

an implant. 

(4) HAm.!.-

(A) GENERAL.-The term "harm" 

means-

(i) any injury to or damage suffered 

by an individual; 

~Ol1 
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eii) any illness, disease, or death of 

that individual resulting from that injury 

or damage; and 

(iii) any loss to thltt individual or any 

other individual resulting from that injury 

or damage. 

(B) ExCLUSIoN.-The term does not in-
, 

elude any commercial loss or loss of or da.mage 

to an implant. 

(5) lMFLANT.-The term "implant" means

(A) a medical device that is intended by 

the manufacturer of the device-

(i) to be placed into a surgically or 

naturally fonned or existing cavity of the 

body for a period of at least 30 days; or 

(ii) to remain iu. contact with bodily 

fluids or internal human tissue through a 

surgically produced opening for a period of 

less than 30 days; and 

(B) suture materials u.sed iu. implant pro

cedures. 

(6) MANuFACTURER.-The tenn "ma.nufac-

turer" means any person who, with respect to an im

plant-

~012 
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1 (A) is eIloaaged in the manufacture, prepa-

2 ration, propagatiOD, compounding, or processing 

3 (as defined in section 510(a)(1» of the Federal 

4 Food, Drug, and Cosmetic' Act (21 U.S.C. 

~ 360)a)(I» of the implant; and 

6 (B) is required-

7 (i) to reg;ster with the Secretary pur-
. , 

8 suant to section 510 of the Federal Food. 

9 Drug, and Cosmetic Act (21 u.S.C. 360) 

10 and the regulations issued under such sec-

11 tion; and 

12 (li) to include the implant on a list of 

13 devices filed with the Secretary pursuant 

14 to section 510(j) of such Act (21 U.S.C. 

15 360(1) and the regulations issued under 

16 such section. 

17 (7) MEDICAL DEVlCE.-The term. "medical de-

18 vice" means a device, as . .defined in section 201(h) 

19 of the Federal Food, Drug, and Cosmetic ~~t (21 

20 U.S.C. 321(h), and includes any device com.ponent 

21 of any combination product as that term is used in 

22 -section 508(g) of such Act (21 U.S.C. 353(g». 

23 (8) RAw MATERLAL.-The term "raw material" 

24 means a substance or product that-

25 (A) has a generic use; and 

I4J 013 
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1 (B) may be used in an application other 

2 than an implant. 

3 (9) SECRETARY.-The term "SecretruY' means 

4 the Secretary of Health and Human Services. 

5 (10) SELLER.-

6 (A) IN GENERAL.-The tenu "seller" 

7 means a person who, in the course of a business 
, 

8 conducted for that purpose, sells, distributes, 

9 leMes, packages, labels, or otherwise plMes an 

10 implant in the stream of commerce. 

11 (B) EXCLUSIONs.-The term does not in-

12 elude-

13 (i) a seller or lessor of real property; 

14 (ll) a. provider of professional services, 

15 in any case in which the sale or use of an 

16 implant is incidental to the transaction and 

17 the essence of the tra.nsa.ction is the fur-

18 nishing of ju~ent, skill, or services; or 

19 (iii) any person who ac1:.$ in only a 11· 

20 nancial capacity with respect to the sale of 

21 an implant. 

22 SEC. 4. GENERAL REQUIREMENTS; APPLICABll.lTY; PRE. 

23 EMPTION. 

24 (a) GENERAL REQUlREMENTS.-

.July 31. ~gg7 (3:0:3 p.m.) 

I4J 014 
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I (1) IN GE};"ERAL,-In any civil action covered 

2 by this Act, a biomaterials supplier may raise any 

3 defense set forth in section 5. 

4 (2) PRocEDUREs.-Notwithstanding any other 

5 provision of law, the Federal or State court in which 

6 a civil action covered by this Act is pending shall, w 
7 connection with a motion for dismissal or judgment 

, 

8 based on a defense deSCl'loed in p~"Taph (1), use 

9 the procedures set forth in section 6. 

10 (b) APPLICABILITY.-

11 (1) IN GENERAL.-Except as pro~ded in para-

12 graph (2), notwithstanding any other pro\ision of 

13 law, this Act applies to any civil action brought by 

14 a claimant, whether in a Federal or State court, 

15 against a manufaeturer, seller, or biomaterials sup-

16 plier, on the basis of any legal theory, for harm al-

17 leged:ly caused by an implant. 

18 (2) EXCLUSION.-~ civil action brought by a 

19 purchaser of a medical de"\ice for use w providing 

20 professional services against a manufacturer, seller, 

21 or biomaterials supplier for loss or damage to an iro-

22 plant or for commercial loss to the purchaser~ 

23 (A.) shall not be considered an action that 

24 is subject to this Act; and 

July 31 . , gQ7 (j:Oj p,m.! 
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I (B) shall be governed by applicable com-

2 . mercial or contract law. 

3 (c) SCOPE OF PREEMPTIoN.-

4 (1) IN GENERAL.-This A~ supersedes any 

5 State law regarding recovery for harm caused by an 

6 implant and any rule of procedure applicable to a 

7 civil action to recover damages for sueh harm only 
, 

8 to the extent that this Act establishes a rule of law 

9 applicable to the recovery of such damages. 

10 (2) APPLICABJLITY OF OTHER LAWs.-,Any 

11 issue that arises under this Act and that is not gov-

12 erned by a rule of law applicable to the recovery of 

13 damages described in pa.ragra.ph (1) shall be gov~ 

14 erned by applicable Federal or State law. 

15 (d) STATUTORY CONSTRUCTION.-Nothing in this 

16 Act may be construed-

17 (1) to affect any defense available to a defend-

18 ant under any other provjsiODS of Federal or State 

19 law in an action alleging harm caused by an im-

20 plant; or 

21 (2) to create a cause of action or Federal court 

22 jurisdiction pursuant to section 1331 or 1337 of title 

23 28, United States Code, that otherwise would not 

24 exist under applicable Federal or State law. 

JUly 31. 19Q7 (3~~:.1 l).m.1 
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1 SEC. o. LIABILITY OF BIOMATERlALS SUPPLIERS. 

2 (a) IN GENERAL.-

3 (1) ExCLUSION FROM LIABILITY.-Except as 

4 provided in paragraph (2), or section 7, a 

5 biomaterials supplier shall not be liable for harm to 

6a claimant caused by an implant. 

7 (2) LIABILITY.-A biomaterials supplier that-

8 (A) is a m~ufucturer may be liable for 

9 harm to a claimant descn'bed in subsection (b); 

10 (B) is a seller may be liable for harm to 

11 a claimant described in subsection (c); and 

12 (C) furnishes raw materials or compollellt 

13 parts that fail to meet applicable contractual re-

14 quirements or specifications may be liable for a 

15 harm to a claimant described in subsection (d). 

16 (b) LIABILITY AS MANuFACTURER.-

17 .(1) IN GENERAL.-A biomaterials supplier may, 

18 to the extent required and permitted by any other 

19 applicable law, be liable for harm to a claimant 

20 caused by an implant if the biomaterials supplier is 

21 the manufacturer of the implant. 

22 (2) GROUNDS FOR LIABlLlTY.-The 

23 biomaterials supplier may be considered the manu-

24 fa.cturer of the implant that allegecUy caused hann 

25 to a claimant only if the biomateriaIs supplier-

. JUly a,. ,997 (3:03 p_m,) 
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1 (A) (i) bas or should have registered with 

2 the Secretary pursuaut to section fHO of the 

3 Federal Food, Drag, and Cosmetic Act (21 

4 U.S.C. 360) a,nd the regulations issued under 

5 such section; and 

6 (li) included or should have included the 

7 implant on a list of devices filed with the Sec-
. ~ 

8 reta.ry pursuant to section 5l0G) of such Act 

9 (21 U.S.C. 360G» ao.d the regulations issued 

10 under such section; 

11 (B) is the subject of a .declaration issued 

12 by the Secretary pursuant to paragmph (3) 

13 that states that the supplier, with respect to the 

14imp1ant that allegedly caused bB.nn to the 

15 clajmant, was required to-

16 (i) register with the Secretary under 

17 section 510 of such Act (21 U.S.C. 360), 

18 and the regulati,<>ns issued under such sec-

19 tion, but Ia.iled to do SO; or 

20 (li) include the implant on a list of de-

21 vices filed with the Secretary pursua.nt to 

22 section 5l0G) of such .Act (21 U.S.C. 

23 360(j» and the regnla.tions issued UIlder 

24 such section, but f.a.iIed to do so; or 

July 31, 1997 (3;03 p~m,) 



, 
08/04/97 MON 13:39 FAX ...... JANET WHOLA ~019 

F: \ M5 \ GEKAS \ GEKAS.027 H.L.C. 

16 

1 (C) IS related by common ownership or 

2 control to a person meetW.g all the requirements 

3 descnbed in subparagraph (A) or (B), if the 

4 court deciding a motion to 'dismiss in accord-

5 ance with section 6(c)(3)(B)(i) finds, on the 

6 basis of affidavits submitted in accordance with 

7 section 6, that it is .necessary to impose liability 

8 on the biomaterials supplier a.s a manufacturer 

9 because the rela.ted manufacturer meeting the 

10 requirements of subparagraph (A) Or (B) lacks 

11 sufficient financial resources to satisfy any 

12 judgment that the court feels it is likely to 

13 enter should the claimant prevail. 

14 (3) ADMINISTRATIVE PROCEDT.;RES.-

. 15 (A) IN GENERAL.-The Secretary may 

16 issue a declaration described in paragraph 

17 (2)(B) on the motion of the ~etary or on pe-

18 tition by any person, after providing-

19 (i) notice to the affected persons; and 

20 (ii) an opportunity for lUI. informal 

21 hearing. 

22 (B) DOCKETING AND FIN.-\L DECISION.-

23 Immediately upon receipt of a petition filed 

24 pursuant to this paragraph, the Secretary shall 

25 docket the petition. Not later than 180 days 

JUly 31. lOC7 (~:03 p.m.) 
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1 after the petition is filed, the Secretary shall 

2 ~ue a final decision on the petition. 

3 (C) .APPLICABILITY OF STATUTE OF LI1dI-

4 TA'l'IONS.--:Any applicable statute of limitations 

5 shall toll during the period during which a 

6 claimant has filed a petition with the Secretary 

7 under this paragraph.. 
, 

8 (e) LIABILITY AS SWJJl!R.-A biomateria.ls supplier 

9 may, to the extent required and permitted by any other 

10 applicable law, be liable as seIler for harm to a claimant 

11 caused by an implant only if-

12 (1) the biomaterials supplier-

13 (A) held title to the implant that allegedly 

14 caused harm to the claimant as a result of pur-

lS chasing the implant after-

16 (i) the manufacture of the implant; 

17 and 

18 (n) the en~ce of the implant in the 

19 stream of commerce; and 

20 (B) subsequently resold the implant; or 

21 (2) the biomaterials supplier is related by com-

22 man ownership or control to a person meeting all the 

23 requirements descnbed in para.gra.ph (1), if a court 

24 deciding a motion to dismiss in accordance with sec-

25 tion 6(c)(3)(B)(ii) finds, on the basis of affidavits 

July 31. 1997 (3:03 c.m.) 
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I submitted m accordance with section 6, that it is 

2 lleceaaary to impose liability on the biomaterials sup-

3 plier as a seller because the related seller meeting 

4 the requirements of p~aph (1) lacks sufficient fl-

5 nancial resources to satisfy any judgment that the 

6 ·court feels it is likely to enter should the clajmant 

7 prevail. 
. r 

8 (d) L:rABlLITY FOR VIOLATING CONTru.CTUM. RE-

9 QUlREMENTS OR SPECIFIC.ATIONS.-A biomaterials sup-

10 plier may, to the extent required and permitted by any 

11 other applicable law, be liable for harm. to a claimant 

12 caused by an implant only if the claimant in an action 

13 shows, by a preponderance of the e'\i.dence, that-

14 (1) the raw materials or component parts deliv-

15 ered by the biomaterials supplier either-

16 (A) did not constitute the product de-

17 scribed in the contract between the biomaterials 

18 supplier aDd the person who contracted for de-
-.. 

19 livery of the product; or 

20 (B) failed to meet any specifications that 

21 were--

22 (i) provided to the biomaterials sup-

23 plier and not expressly repudiated by the 

24 biomaterials supplier prior to acceptance of 

JUly 31. 1997 (3:03 p.m.) 
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delivery of the raw materials or component 

parts; 

(ii)(I) published by the biomateriaIs 

supplier; 

(TI) provided to the manufacturer by 

the biomaterials supplier; or 

(III) contained in a master file that 

was submitted by the biomaterials supplier 

to the Secretary and that is clll'l"ently 

maintained by the biomaterials supplier for 

PlU'pOses of premarket approval of medical 

devices; or 

(iii) included in the submissions for 

pnrposes of premarket approval or review 

by the Secretary under section 510, 513, 

515, or 520 of the Federal Food, Drug, 

and Cosmetic .Act (21 U.S. C 360, 360c, 

360e, or 36Oj), and received clearance 

from the Secretary if such specifications 

were provided by the manufacturer to the 

biom.aterials supplier and were not ex

pressly repudiated by the biomaterials sup

plier prior to the acceptance by the manu

facturer of delively of the raw materials or . 

component pa.rt.s; and 

~022 
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1 (2) such conduct was an actual and proximate 

2 cause of the harm to the claimant. 

3 SEC. 8. PROCEDlJRES FOR DISMISSAL OF CIVlL ACTIONS 

4 AGAINST BIOMATERIALS SUPPLIERS. 

5 (a) MOTION TO DrsMIss.-In any action that is sub-

6 ject to this.Act, a. biomaterials supplier who is a defendant 

7 in such action may, at any time during which a motion 
. -

8 to dismiss may be filed under an applicable law, move to 

9 dismiss the action aga.iD.st it on the grounds that-

10 (1) the delendant is a biomateriaIs supplier; 

11 and 

12 (2)(A) the defendant should not, for the pur-

13 poses of-

14 (i) section 5(b), be considered to be a man-

15 macturer of the implant that is subject to such 

16 section; or 

17 (li) section 5(c), be considered to be a sell-

18 er of the implant that allegedly caused harm to 

19 the clajroaut; or 

20 (B)(i) the claimant has £ailed to establish pur-

21 suant to section 5(d), that the supplier furcished 

22 raw materials or component parts in violation of 

23 contractual requirements or specifications; or 

24 (li) the claimant has failed to comply with the 

25 procedural requirements of subsection (b). 

July 31. 1997 (3'03 p.m.) 
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1 (b) MANuFACTURER OF IMPLANT SHALL BE NAMED 

2 A PARTY.-The claimant sha.ll be required to name the 

3 manuiaaturer of the implant as a party to the action, un-

4 less-

3 (1) the manufooturer is subject to service of 

6 . process solely in a jurisdiction in which the 

7 biomateria1B supplier is not domiciled or subject to 
. , 

8 a service of process; or 

9 (2) a claim against the manufacturer is barred 

10 by applicable law or rule of practice. 

11 (c) PRocEEDING ON MOTION TO DISMISS.-The fol-

12 lowing rules shall apply to any proceeding on a motion 

13 to dismiss filed under this sectiOIl! 

14 (1) AFFIDAVITS RELATING TO LISTING AND 

15 Df.OCLARATIONS.-

16 CA.) IN GENERAL.-The defendant in the 

17 'action may submit an affidavit demonstrating 

18 that defendant has D,ot included the implant on 

19 a list, if aoy, filed. with Secretary pursuant to 

20 section 510G) of the Federal Food, Drug, aod 

21 Cosmetic.Act (21 U.S.C. 360(j». 

22 (B) REsPONSE TO MOTION TO DISMISS.-

23 In response to the motion to dismiss, the c1aim-

24 ant may submit an affidavit demonstrating 

25 that-

JUly 31. 1997 (3:03 p.m.) 
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1 (i) the Secretary has, with respect to 

2 the defendant 8.D.d the impl8.D.t that alleg-

3 edly caused harm to the claimant, issued a 

4 declaration pursuant to section 5(b)(2)(B); 

5 or 

6 (ii) the defend8.D.t who DIed the mo-

7 tion to dismiss is a seller of the implant 
- , 

8 who is liable under section 5(c) 

9 (2) EFFECT OF MOTION TO DISMISS ON DI8-

10 COVERY.-

11 (A) IN GENERAL.-If a. defendant files a 

12 motion to dismiss under paragraph (1) or (2) of 

13 subsection (a), no discovery shall be permitted 

14 in connection to the action that is the subject 

15 of the motion, other than discovery uecessary to 

16 determine a motion to dismiss for lack of juris-

17 ,diction, until such time as the court rules on 

18 the motion to dismiss in accordance with the af· 

19 

20 

21 

22 

23 

24 

25 

JUly31.1997 (3:03 p.m_) 

fidavits submitted by the parties in accord8.D.ce 

with this section. 

(B) DISCO'VERY.-li a defendant files a 

motion to dismjss under subsection (a)(2)(B)(i) 

on the grounds that the biomaterials supplier 

did not furnish raw materials or component 

parts in violation of contractual requirements or 

~025 
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1 specifieations, the court may permit discovery, 

2 as ordered by the court. The discovery con-

3 ducted pursuant to this subparagraph sball be· 

4 limited to issues that are clirectly 1"eleva.nt to-

5 (i) the pending motion to dismiss; or 

6 (li) the jurisdiction ot the court. 

7 (3) AFFIDAVITS RELATING TO STA.TUS OF DE-

8 FENDANT.-

9 (A) IN GENERAL.-Ex!!ept as provided in 

10 clauses (i) and (li) of subparagraph (B), the 

I 1 court shall consider 8. defendant to be a 

12 biomaterials supplier who is not subject to an 

13 action for harm to a claimant caused by an im-.. 

14 plant, other than an .action relating to liability 

15 tor a violation of contractual requirements or 

16 specifieations descnbed in section 5(d). 

17 (B) REsPoNSES TO MOTION TO DlSMISS.-

18 The court sbaIl grant a motion to dismiss any 

19 action that asserts liability of the defendant 

20 UIlder subsection (b) or (c) of section 5 on the 

21 groUIlds that the defendant is not a manufac-

22 turer subject to such section ~(b) or seller sub-

23 ject to section 5(c), unless the claimant submits 

24 a valid affidavit that demonstrates that-

July 31. 1997 (3:03 p.m.) 
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1 (i) with respect to a motion to dismiss 

:2 contendiDg the defendant is not a manu-

3 faeturer, the defendant meets the applica-

4 bIe requirements for liability as a manufac-

5 tUl"er under section 5(b); or 

6 (ii) with respect to a motion to dis-

7 miss contending that the defendant is not 

8 a seller, the defendant meets the applicable 

9 requirements for liability as a. seller under 

10 section 5(e). 

11 (4) BASIS OF RULING ON MOTION TO DIS-

12 MISS.-

13 (A) IN GENERAL.-The court shall rule OIl 

14 a motion to dismiss filed under subsection (a) 

15 solely on the basis of the pleadings of the par-

16 ties made pursuant to this section and any affi.. 

17 ·davits submitted by the parties pursuant to this 

18 section. 

19 (B) MOTION FOR SUMMARY JB)G~1E~T.-

20 Notwithstanding any other prO\ision of law, if 

21 the court determines that the pleadings and af-

22 fidaviUs made by parties pursuant to this sec· 

23 tion raise genuine issues as concerning material 

24 facts with respect to a motion concerning Con-

25 tra.ctual requirements and specificatiOns, the 

July 31. 1997 (3:03 p.m.) 
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1 court may deem the motion to dismiss to be a 

2 motion for 61uomary judgment made pursuant 

3 to subsection (d). 

4 (d) SUM:MARY JUDGMENT.-

5 (1) IN GENERAL.-

6 (A) BASIS FOlt ENTRY OF JUDGMENT.-A 

7 biomaterials supplie:r shall be entitled to entry 
. , 

8 of judgment without trial if the court finds 

9 there is no genuine issue as concerning auy ma-

lO terial fact for each applicable element set forth 

11 in paragraphs (1) and (2) of section 5(d). 

12 (B) IssuEs OF.MATERIAL FACT.-With re-

13 $pect .to a finding made under subparagraph 

14 (A), the court sbaJl consider a genuine issue of 

15 ma.terial fa.et to exist only if the evidence sub--

16 witted by claimant would be sufficient to allow 

17 a ,reasonable jtuy to reach a verdict for the 

18 clajmant if the jury found the evidence to be 
',' 

19 credible. 

20 (2) DISCOVERY MADE PRIOR TO A Rtn.1NG ON 

21 A MOTION FOB SUMMARY JUDGMENT.-If, under ap-

22 plicable rules, the court pennits discovery prior to a 

23 ruling on a motion for summary judgment made 

24 pursuant to this subsection, such discovery sbsll be 

25 limited solely to establishing whether a genuine issue 

JuJy 31. 1997 (3:03 p,m.) 
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1 of material fact exists as to the applicable elements 

2 set forth izl paragraphs (1) and (2) of section 5(d). 

3 (3) DISCOVERY wITH lmSPECT TO A 

4 BIOMATERIALS SUPPLIER.-A biomaterials supplier 

5 sha.ll be subject to discovery in connection with a 

6 . motion seeking dismissal or S1llIlllULl'Y judgment 011 

7 the basis of the inapplicability of section 5(d) or. the 

8 failure to establish the applicable elements of section 

9 5( d) solely to the extent permitted by the a.pplicable 

10 Federal or State rules for discovery against 

11 nonparties. 

12 (e) SUy PENDING PETITION FOR DECLARATION.-

13 If a claimant bas filed a petition for a declaration pursu-

14 ant to section 5(b)(3)(A) with respect to a defendant, and 

15 the Secretary has not issued a final decision on the peti-

16 tiOD., the coUrt shall stay all proceedings with respect to 

17 that defendant until such time as the Secretary has issued 

18 a final decision on the petition. The Secreta.ry shall com-
.,. 

19 plete review of any such petition witbiD 6 weeks of receipt 

20 of the petition. 

21 (f) DISMISSAL WITH PREJUDlCE.-_-\.n. o1"der grant-

22 ing a motion to dismiss 01" for summary judgment pursu-

23 ant to this section shall be entered with prejudice, except 

24 insofar as the moving defendant may be rejoined to the 

25 action as provided in section 7. 

JUly 31.1997 (3:03 p.m.) 
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1 (g) MANuFACTURER CONDUCT OF LI'l'IGATION.-

2 The man1lfacturer of. an implant that is the subject of au 

3 action covered under this Act shall be permitted to Con-

4 duct litigation on any motion for summary judgment or 

5 dismissal filed by a biowateria1s supplier who is a defend· 

6 ant under this section on behalf of such supplier if the 

7 Il18.Illlfacturer and any other defendant in such action 

8 enter into a valid and applicable contra.ctua.l agreement 

9 under which the manufacturer agrees to be&- the cost of 

10 such litigation or to conduct such litigation. 

I I SEC. 7. SUBSEQUENT IMPLEADER OF DISMISSED DEFEND-

12 ANT. 

13 (a) lMPLEADING OF DISMISSED DEFENDANT.-A 

14 court, upon motion by a manufacturer or a clajmant with-

15 in 90 daysa.fter entry of a fiual judgment in an action 

16 by the claimant against a. manufacturer, and notwith-

17 standing atIY otherwise applicable statute of limitations, 

18 may implead a bioma.terials supplier who has been dis-

19 missed from the action pursuant to this .Act n-
20 (1) the manufacturer has made an assertion, ei-

21 ther in a motion or other pleading filed with the 

22 court or in an opening or closing statement at trial, 

23 or as part of a claim for contribution or.indE>mnifica-

24 tion, and the court finds preliminarily, based on 

JUly 31, 1997 (3:03 p.m.) 
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1 clear and convincing evidence contained in the 

2 record of the action, that under applicable law-

3 (A) the negligence of the dismissed sup-

4 plier was an actual and proximate cause of the 

5 harm to the claimWlt; and 

6 (B) the manufaeturer's liability for da.m-

7 ages should be reduced in whole or in part be-
, 

8 call8e of such negIiiJence; or 

9 (2) the claimant has moved to implead the sup-

10 plier and the court finds preliminarily, based on 

11 clear and convincing evidence contained in the 

12 record of the action, that under applicable law-

13 (A) the negiigence of the dismissed sup-

14 plier was an actual and proXimate cause of the 

15 harm to the claimant; and 

16 (B) the claimant is \llllikely to be able to 

17 recover the full amount of its damages from the 

18 remaining defendants. 
",' 

19 (b) STANDARI> OF LIABILITY.-A biomateriols sup-

20 plier who has been impleaded into an action subject to 

21 this Act, as provided. for in tbis section,-

22 (1) may, prior to entry of judgment on the 

23 rua,jrn against it, supplement the record of the pro-

24 ceeding that was developed prior to the grant of the 

25 motion for impleader under subsection (a), and 

JUly 31. 1997 (!l:fl3 p.m.) 
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1 (2) may be found liable to a manufaeturer or 

2 a claimant only to the e:JXent required and permitted 

3 by any applicable State or Federal law other than 

4 this Act in an action alleging harm caused by an im-

5 plant. 

6 . (c)1?.rsdo~Y.-Nothing in thia section shall give 

7 a claimant or any other party the right to obtain. discovery 

8 from a biomaterials supplier defendant at any time prior 

9 to grant of a motion for impleader beyond that allowed 

10 under section 6. 

II SEC. 8. APPUCABILITY. 

12 This .Act sbaJl apply to all civil actions covered under 

13 this Act that are commenced on or after the date of enact-

14 ment of this Act, including any Such action with respect 

15 to which the harm a.sserted in the action or f;he conduct 

16 that caused the harm occurred before the date of enact-

17 ment of this Act. . 

... 

JUly 31, '997 (3:03 p.m.) 
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The attached proposed compromise biomaterials supplier liability bill is a modified 
version of the biomaterials language found in S. 5. This version includes an exception for claims 
for harm allegedly caused by brea~t implants. The bill also includes the following changes: 

I. Negligent Supplier Compromise. Clearly the most important change deals with the 
potential of a negligent supplier. The President Slaled in his veto statement that 
"[biomateriais liability] protections must be clearly limited to non-negligent suppliers" 
(Statement of the President, May 2. /996). The problem is how to reconcile this 
important concern of the President and ofmsny Members of Congress with the core goal 
of the legislation, which is to relieve biomaterial suppliers from the up-front costs of 
litigation, even when the suppliers are ultimately dismissed from the action. The 
proposed solution to this problem is found in section 7 of thc bill. Biomaterial suppliers 
may be dismissed from Ii case pursuant to the procedures set up in the original legislation. 
However, ifin the ongoing litigation between the manufacturer and the seller, either the 
manufacturer makes the claim that its liability sbould he limited because the 
now-dismissed supplier was at fault for the claimants' harm, or compelling evidence 
otherwise arises that the supplier was in fact at fault and caused the harm, then the 
supplier may be brought back into the action as a party. 

2. Protecting Suppliers from All Clolms. If a manufacturer brings a claim against a 
supplier for harm caused by the materials supplied, then the supplier should be similarly 
protected by the provisions ofthc bill-- as if the claim were brought by an individual. 
Thus, the definition of "claimant" is expanded to include a manufacturer, and the 
definition of "harm" is expanded to include pecuniary Iwml. 

3. Component Parts. This bill limits its scope to suppliers ofraw materials and does not 
extend to "component parts". 

4. Tightening Manufacturer Exception. The original bill purports to extend liability to 
suppliers if they were also "manufacturers", but it limits the term "manufacturer" to 
entities that have registered with the Secretary of Health and Human Services under the 
Federal Food, Drug and Cosmetic Act. If a manufacturer violated that Act by failing to 
register. they should not reap gains from that transgression. Therefore, the proposed bill 
changes the language "has registered" to "has or should have registered". Similarly, the 
language •• "included the implant on a list of devices filed with the Secretary" has been 
changed to "included or should have included". 

5. Secretary's Role. The Secretary is not required to respond to a petition filed pursuant to 
this Act (asking the Secretary to verify if a company is a medical device manufacturer). 
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TIle proposed bill makes it mandatory on the Secretary to respund lIud I"llilhe Recretary 
respond within six week •. Thi.laller point Is especially importanl siuce II,,, litigation call 
be stayed pending the re.pon.e or Ihe Secretary. 

6. Level of Proof Kcqlltred. The claimant might nO! be in 1I PVSilivu ... ncr only limited 
discovery, to prove Ihat a contractual violation by a supplier wm; "un actual aud 
proximate cause" of the eJllirnant's hann. We are not certllill un how to address this 
problem, bUI have. added the word "likely" before "nn actualll!ld prOllillltllc cause of the 
harm". 

7. Dismissal or Party. Not "Action". At .everal points the bill refers to the disllli~s"j of 
thc "action" upon the supplier satisfying the terms ofthc Act. The "action" is not 
dismissed, only the "claims" against that defendanl are dismissed. 

8. QURsi-Judiclal Proceeding. The. attached bill eliminales Ihc odd and ambiguous 
provision in the original bill which seems to hnve Ihe manuracturer instead of the coun 
conducting SOlne quasi-judicial proceeding (\n A motinn for summary judgment. 

9. Loser Pays. This bill eliminates the loser pnys prnvi.inn in the original bill. 

fl~66S07 
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To provide legal standards and procedures for suppliers of raw materials 

and component pllJ'ts for medical d~vices and for other purposes. 

IN TIm srNATE OF THE UNITED ST 1\ TES 

___ (legislative day, __ .J, 1997 

Mr. Lic;vcrmwl (for himself, Mr. Drcaux, ____ , ... ) introduced the following billj 
which W~~ read twice and placed on the calendar. 

A BILL 

To provide legal standards and procedures for suppliers of raw materials and component 
pwts for medical devices and for other purposes. 

Be if cnuc:tecJ by the Senate and /louse uf Representatives of the United States uf America in 
Congress assembled, 

DISCUSSION DRAFT ONLY 
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SEC. 1. SHORT TITLE 

This title may be cited as the "Biomlltcrials Accc," Improvement Act of 1997." 

SEC. 1. FINDINGS 

Congn:~~ fimb lIlllt --

(I) each year millions ofciti7.en~ nfthe United Slales depend on the 
availability of lifesaving or lite enhnndng medical devices, many ofwhfch are 
permanently implantable within the human hndy; 

(2) ~ wntinued supply of Taw materials is necessary for the invention, 
developm~nt. improvcment, and maintenance of the supply of the devices; 

(3) most of the medical devices are m.de with rnw material~ that -- . 

(A) are nut ()c~i~lled or manufactured specifically for usc in IIlcdiCllI 
devIces; and 

(B) come in contact with internal human tissue 

(4) the raw materials also arc used in II vnric\y ofllorullcdieal products; 

(5) because small quantities of the raw materials are used for medical devices, 
sales of raw materillis for medical dcvices constitute an extremely small portion ofthe 
overall market for the raw mllteriuls and medical devices; 

(6) under the Federal Food, Drug, and CosmetIc Act (21 U.S.C. 301 ctl>CA/.). 
manutacturers of m~.dical device~ are required to demonstrate that the medical d~viccs arc 
saIC and etlective, induding demnn~trating thallhc products are properly designed and 
have adequate warnings Of instnlctinns; 

(7) notwithstanding the fact that raw materillis supplier:; do no! design, 
produce, or test a final medical device, the suppliers havc bcen the ~uhject of uctions 
IIllq(illl: inadequate design and testing of medical devices manufacturcd with mllterials or 
parts supplied by the suppliers, and inadequate warnings related to thc IISC of ~uch 
medical devices; 

(8) for a number of reasons, including concerns about the costs of sllch 
litigation, some such suppliers have ceased supplying certain raw materials tor lise in 
medical devieos; 

(9) unless alternate sour~s uhupply call be fuulId, lhe unavailability ofraw 
materials for medical devices could I~ad tu unavailability of lifesllving and life-enhancing 
medical devices; 

DISCUSSION DRAFT ONLY 
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(10) bf'.c8l1se other ~upplie", of the raw rriatcrials in foreign nations are refusing 
to sell raw material. for ... e in manufacturing certain medical devices In the United 
States. the prospect.. fnr development of new sources of supply for the full range of 
threatened raw mAterial. for medical devices arc remOTe; 

(II) it is unlikely that the small market for 3uch raw materials and component 
parlS ill the United States could support the large investment needed to develop new 
~upplicrs of such row materials; 

(12) attempts to develop slIr.h new $upplien: would raise the cost of medical 
devices; 

(13) cou,ts that have considored the duties of the supplier3 of the rnw mnterinls 
1!1IVC J.:¢lleraily found that the suppliers do not have a duty --

(A) 10 ev3!uatc the satety and ellirncy of the u<e of A raw material in a 
medical device; and 

(8) to Wlim cunsumcrs concernill~ the safety Ilnd effectiveness of a 
medical device; 

(1~) in order to safeguard the availability of a wide variety of lifesaving and 
life-enhancing medical dcviccs, immediate action i~ needed --

(A) to clarify the pennissibk bases oflillbility fur suppliers of I'IIW 

materials for medical devices; and 

(B) to provide expeditious procedures to dispose of unwarranted ruit~ 
Ilgninst the suppliers in such mnnner liS 10 minimize litigation costs. 

SEC.). Dl!;rINITJONS. 

As wed in this title: 

(l) BlOMATERlALS SI.II'PT JRR. --

(A) IN GENERAL. -- The tenn "biomatcrials supplier" means an entity 
that directly or indirectly supplies a raw material for use in the manufacture of an 
implant. 

(B) PERSONS INCLUDED. -- Such tenn includes any person who __ 

(i) has submilh:d /Illlst~r files lu the Sccn:lary for purposes of 
premarket approval ofa medical device; or 

(Ii) licenses a biomaterinls supplier to produce raw materials. 

(2) CLAIMANT. --
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(A) IN GENERAL. •• The term "claimant" means any entity or person 
who brings a civil action, or on whose behalf a civil action is hrought, arising 
from harm allegedly caused directly or indirectly by an implant, including a 
person or entity other than the individual into whose hody, or in contact with 
whose blood or tissue, the implant is placed, such as a manufacturer. who claims 
to have suffered or (0 have been held responsihle for harm from an implant or as a 
result of the row materials supplied for such implant. . 

(B) ACTION BROUGHT ON BEHALF OF AN ESTATE .•. Witll 
respect to an action brought on behalf of or through the estate of an individual into 
whose body, or in contact with whose blood or tissue the implant is placed, such 
tenH includes the decedent that is the subject of the action. 

(C) ACTION BROUGHT ON BEHALF OF A MINOR OR 
INCOMPETENT .•• With respect to an action brought on behalf of or through a 
minor or incompetent, such term includes the parent or guardian oCthe minor or 
incompetent. 

(D) EXCLUSIONS ... Such term does not include •• 

(i) a provider of professional health care services, in any case 
in which·· 

(I) the sale or lise of an implant is incidental to the 
transaction; and 

(II) the essence of the transaction is the furnishing of 
judgment, skill, or services; 

(ii) a person alleging harm caused by a breast implant. 

(3) HARM.·· 

(A) IN GENERAL. •• The tcrm "harm" means •• 

(i) any injury to or damage suffered by an Individual; 

(ii) any illness, disease, or death of that individual resulting 
from that inj ury or damage; and . 

(iii) any loss to that individual or any other individual resulting 
from that injury or damage; or 

(B) COMMERCIAL LOSS .. - "Harm" also includes any commercial 
loss, including lost profits. loss of or damage to.an implant, or other liability 
incurred as a result of an implant. 

(4) IMPLANT .•• The term "implant" means •• 
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(A) a medical device that is intcnded by the manufacturer of the. 
dcvicc •. 

(I) to be placed Into a ~ur~icul1y ur ''''lurully fOfllled or 
existing cavity of the body for Ii p~rjuu uflltICH.l30 uays; Of 

(ii) to remain in contact with bodily fluids or internal hwnan 
ti~sue through II surgically produced opening for a period ofless than 30 
days;ond 

(B) suture materials used Inlmplanl procedures. 

(5) MANUFACTURER .•• The term "manufacturer" mcans any person who, 
with respect to an imphmt •• 

(A) i. engaged in the manufacllIre, preparatton, propagation. 
compounding, or proce •• ing (a~ defined in section 51O(n)(l» of the Pederal Pood. 
Omg, nnd Co~metie Act (21 U.S.C. 360)a)(I» of the Implant; and 

(D) is required •• 

(i) to register with the Secrelary pursuantto section 510 of the 
Federal Food, Omg, And Cosmetic. Act (21 1I.S.C. 360) and the regulations 
issued under such section; and 

(Ii) 10 include the imrlant on a Ibt of devices filcd with the 
Secrelal'Y pW1iualll 10 section 51 Om of such Act (21 U.S.C. 360(j) and the 
regulations i.sued UIIUCI' such section. 

(6) MEDICAL DEVICE .•• The term "medical device" meAn~ n rlevir.e. a. 
defined in scction 201 (a) of lb. Federal Food. Drug, and Cosmetic Act (21 U.S.C. 
321 (h» and includes any device component of any combination product 8S thAI tr.rm i~ 
used in section 503(S) of such Act (21 U.S.C. 353(g» 

(7) RAW MATP..RIAL. -- The term "raw 1II~lcri~I" 1II""IlS a substance or 
product that •• 

(A) ho.s Q generio U90; lind 

(R) may be used in an appllcnlion other than an implant. 

(8) SECRETARY. -- The term "Secretury" moans the Secretary of Health and 
Human Services. 

(9) SELLER .•• 
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(A) IN GENERAl.. -- The tern, "seller" means a person who, in the 
course of a busincss conducted for thl't purpose, seils, distributes, leases, 
packages, labels, or otherwi.e pll'ces I1lI implant in the stream of commerce. 

(B) EXCLUSIONS. -- The tenn doe~ not Include --

(i) a seller or Ics30r of re.l property; 

(ii) a provider of professional servlce.~, In any case in which the 
sale or lI~e of an implant is incidental to the transactIon and the essence of 
the trAnsRction i~ the furnishing ofjudgment, skill, or services; or 

(iii) any person who nct. in only I' financial capacity with 
respcct to the sale of An implant. 

SEC. 4. GENERAL REQUIREMENTS: AI'I'LJCAHlT.ITV; PRRRMPTION. 

(iI) OENERAL REQUIREMENTS .•• 

(1) IN GENERAL. -- In any civil nction r.overt'.d hy this title. a hiomaterials 
supplier may raise any defense se·t forth in section 5. 

(2) PROCEDURES. _. Notwithstanding any othcr provision oflaw, the 
Federul or Stat~ coun ill which. civil action eovcred by this title is pending shall, in 
connection with a motion fur ui:;lI1issal or judgment based 011 a defense described in 
pllTagmph (I), use the proceUur~~ ~ct furth ill soclillll 6. 

(b) APPLICABILITY.--

(1) IN GENERAL .• - Except as provideU in p~rclgruph (2), uutwithstanding 
any other provision of!aw, this title applies to any civil action brought by u cIuimwlt, 
whether in a Federal or State caun, agaInst a manufacturer. ~~lIer. or biomHlcriHis 
supplier, on the basiS of any leeallheory, for harm nllegedly cau~t:u by all implHut or uy 
tht: raw materials or component pans used In such implant. 

(2) EXCLUSION. -- A civil action brought by a purchaser of n medical device 
for use in providing professionnl services ngninst n ffil1llufneturer, seller, or biomaterials 
supplicr for loss or damage to all implant or for eommercinl loss to the purchaser --

tAl ShAll not he considered an action thaI is subject 10 this title; snd 

CD) shall be gO~'erned by applicable eommereinl or contract lnw. 

(e) SCOPE OF PREEMPTION .•• 

(1) IN GENERAL. •• This title supersedes any Statc law regarding recovery 
for hann caused by an implant and any rule of procedure applicable 10 n eivilnClion to 
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recover damages for such harm only to the extenilhaLLhi~ LiLh; c~l.Ilblishc:s n rule of law 
applicable to the recovery of such damages. 

(2) APPLICABILITY OF OTHER LAWS. -- Any issue thai arises lInder this 
title and that is not governed by a rule oflaw applicahle to the recovery of damage.s 
described in paragraph (I) shall be governed by applicable Federal or Stale law. 

(n) STATUTORY CONSTRUCTION.·· Nothing in this title may b~ cuflsLrucu Lu 
cre.nte A r.nllse of Rclion or Federal counjurisdlctlon pUrSUanllO section 1331 ur 1337 uI LiLIe 23, 
Unite.d Stnles Code, that otherwise would nOI exist under applicable Federal ur SLaLI: law. 

SEC. S. LIABILITY OF BIOMATERIALS SUPPLIERS, 

(A) IN CiENERAL. •• 

(I) EXCLUSION FROM LIABILITY. -- EKcept os providod in paragraph (2) 
and subsc,tion (e), a biomaterials supplier sholl not he liable for harm to a claimant 
caused by an implant. 

(2) LlA8IL1TY .•• A biomateriAls snpplier that .-

(A) is amanuf""turer may be liable for harm to 0 claimant dc.erihed in 
subsection (b); 

(B) is a sella may be liable for hArm to R claimant descrihed in 
subsection (c): or 

(C) fWlIishes raw llIaterials that fail to mcet applicable contractual 
requirements or sp~CinC~LiuJl~ IIIHY be liable for a harm to a claimant described in 
subsection (d). 

(b) LIABILITY AS MANUFACTURER--

(I) IN GENERAL·· A hlomalerlals supplier may. tu Lh~ I:xlenL rlA/uircu WIU 

permined by any other applicable law, be liable for harm to a claimant causl:u by lIII 
implant if the biomaterlals supplier Is the manufllcturer of the implant. 

(2) GROUNDS FOR L1ABlLlTY.-· The biomBterials suppli0r may be 
considered the manufacturer of the implant thnt ollegedl), caused harm Lo a claimant only 
if the biomaterials supplier --

(A) 

(i) has or should have rcgistered with the Secretory pursuant to 

section 510 of the federal Food. Drug, and Cosmetic Act 121 U.s.C. 360 
and the regulations issued under s\"h section; and 
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(ii) included or should have included the implant on a list of 
devices filed with the Secretary pursuant to section 51 OCt) of stich Act (21 
U.S.C. 3600» and the regulations issued tmder such section; . 

(B) is the su~ject of a declaration issued by the Secretary pur~uant to 
pruaJ,:raph (3) that stotes that the supplier, with respect to the implant that 
alltl;:edly cliused hllIlllto the claimant. was required to --

(i) register with the Secretary under section 510 of such Act 
(21 U.S.C. 350). and the regulation~ i~~ued under ~uch section, but failed 
to do SO; or 

(ii) include the implanllln a li~l uf devices med with the 
Secretary pursuant to section 5100) of such Act (21 U.S.C. 3600) liud the 
regulations Issued under such section. bul failed to do so; or 

(C) ie related by common ownership or control to a pe,"on meeting all 
the requirements described in subparagraph (A) or (B), if the court deciding a 
motion to dismiss in accordance with section 6( c )(3)(B)(i) finds, on the bllSis of 
nffidnvits submitted in IICCOrdanee with section 6, that it is necessary to impose 
liability 011 the biomatcrioh supplier os 0 monufocturer because the related 
manufacturer meeting the requirements of a subparngrnph (A) or (B) locks 
sufficient fmancial resourecs to satisfy any judgment thot the court feels it is 
likely to enter should the claimant prevail. 

(3) ADMINJST){ATIVE PROCF.D1/){ES.--

(A) IN OENERAL.-- The Secrctruy shall issue n declaration described 
in paragraph (2)(D) on the motion of the Secretary or on petition by any person, 
after providing --

(i) notice to the atlcc.tcd persons; and 

(Ii) an oppOrtunity for'lII informal hearing. 

(B) DOCKETING AND FINAL DECISION.-- Immediately upon 
receipt of a petition filed pursuant to this paragraph, the Secretary ~han docket the 
petition. Not later than 180 days after the petition is filed, the Secretary shall 
issue a final decision on the petition. 

(C) APPLICABILITY OF STATUTE OF LIMITATIONS. -- Any 
applicable statute of limitations shall toll during the period during which a 
claimant has filed a petition with the Secretary under this paragraph. 

(c) LIABILITY AS SELLER. -- A biomnterinl, .upplier mny, to the extent required 
and pcm1itted by nny other npplienble Inw bc linble os seller for harm to n claimant eouscd by an 
implnnt if--
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(1) the: bioUlaterillls supplier--

(A) held title to the implant that allegedly caused harm lU the <;h.iJJlont 
as a result of purchasing the implant after--

(i) the manufacture of the implant and 

(ii) the entrance of the implam In the stream of COllllllel'Ce; Ilnd 

(B) subsequently resold the implllnt; or 

(2) the biomaterials supplier is related hy common ownership or contrul tu iI 
person meeting all the requirements dcscribe.d in paragraph (1). If a coun deciding a 
motion to dismiss in accordance with section 6( r.)('l)(R)(ii) finds on the basis of affidavits 
submitted in accordance with section 6 that is n~l''''~~ary tn impose liability on the 
biornllterials supplier as a seller because the related ~eller meeting the requirements of 
pllfllgmph (1) lacks sufficient financial resources to ~nti.ty any judgment that the coun 
feels it is likely to cnter should the claimant prevnii. 

(d) LIABILITY FOR VIOLATING CONTRACTUAL REQUIREMENTS OR 
SJ'F.CTI'Tr:A nONS. -- A b!omateria!s supplier may, to the extent required and permitted by any 
other applicahle law. be liable for hwm to a claimant caused by an implant, if the elnimllI\t in an 
action sh(\w~, hy a preponderance of the evidence. tlutt-

(I)thc raw mllterials or component parts delivered by the biom8tp.rial~ 
supplier oither--

(A) did not constitute the product d\:~cribet1 in the contract between the 
biomAterial. ~lJPplier and the person who contracte:d fur delivery OftilC product; or 

(D) failed to meet any specific.ations that were --

(i) provided to the blomaterials supplier HIlU not expressly 
repudiAted by the hiomaterials supplier prior to =pl<llICe of delivelY of 
the raw materials or component pans; 

(ii) 

(I) 

(1I) 
suppli~r; or 

publisherl hy the hiomaterials supplier; 

provided to the manuflleturer by the biomaterials 

(III) contained in n mRster file that was submitted by the 
biomaterials supplie.r to the. Secretory nnd that is eurrcmly maintained 
by the biomaterials Supplier lor purposes of premarket approval of 
medical devices; or 
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(iii) included in the submissions for purposes of premarket 
approval or review by lhe Secretary under section S 10, 513 51~, or 520 of 
lhe Federal Food, Drug, and Cosmetic Act (21 U.S. C 360, :HiOc, ~tiOc. or 
J60j), and received clearance from the Secretary if such specificAtions' 
wcre provided by the manufacturer to the biomaterials supplier Rnd were 
not expressly repudiated by the biomaterials supplier prior 10 the 
acceptance by the monufacturer of delivery of the raw materiAls or 
componcntpnrta;ond 

such r.oneluet was likely an actual and prulIiuUllc cuuse of the harm to the 

(~) LIABILITY AftER IMP[.F.ADER ... A biomaterials supplier who has been 
impleaded inlu lilt action subject to this Act, as provided lor in Section 7, may be [owld liable for 
harm caused by alI implallt according to any applicable ~tule or fcderallaw, notwithstanding any 
other provision uf thi~ Act. 

SEC, 6, PROCEDURES FOK lIISMISSAL OF CIVIL ACTIONS AGAINST 
BIOMATERIALS SUPPLIERS. 

(1\) MOnON TO DISMISS .• " In any action lhat is subjecllo this title, a biomaterials 
supplier who is a d~fcmllilit ill such action may, at any time during which a motion to dismiss 
may be filed under an appli.Hble law, move to dismiss the clnims against it on the grounds that--

(I) the defendant is a biomaterials supplier; Hnel 

(2) (A) the defendant shuulu 11ul, for the purposes of --

(i) section 5(b), be considered to be n mAnllfacturer of the 
implant that is subject to such section; or 

(Ii) sectiun S(c), be considered to be a seller of the implant that 
allegedly caused harm tU the cl.hllallt; , 

(B) (i) the claimant has failed to eSlablish purSUAnt to "".clion S(d), 
thllt the supplier furnished raw mnterials or component pnrts ill violAtion of 
contractual requirements or specifications; or 

(ii) the claimant has failed to comply with the I'wcedural 
re-.quirement~ of ~uh5ection (b). 

(b) PROCEEDING ON MOTION TO DISMISS ... The following rules shall apply to 
allY pru~ccdillg (Ill a motion to dismiss filed under thb "cetion: 

(I) AFFI1IAVI'I1\ RELATING TO LISTING AND DECLARATIONS.--
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(A) IN GENERAL. -- The defendant in the action mAy suhmit an 
affidavit demonstrating that defendant has not included the implant on A Ii.f, if 
any, filed with Sccrctnry pursuant to section 5100) of the Federal Food, I lms and 
Cosmetic Act (21 U.S.C. 3600». 

(B) RK<;PONSE TO MOTION TO DISMISS .•• In response to the 
motion to dismiss, the claimant may submit an affidavit demunstrating that·· 

(i) the SccrclLll'y has, with respect to the defendant and the 
implant that allcgedly cnused harm to the claimant, issued a declaration 
pW'suanl 10 section 5(b )(2)(B); or 

(ii) the defendant who Illed the motiun tu dismiss is II scller of 
the implAnt who i. liahle under section 5(e) 

(2) EFFECT OF MOTION TO DiSMISS ON DISCOVERY .•• 

(A) IN UJ::NEKAt .•• If a defendant files a motion to dismiss under 
parasrnph (I) or (2) of subsection (A), nn discovery shall be permitted cunnectiull 
to the Action that is subject of the motion, nther than discovery necessary to 
determine Q motion to dismiss tor lACk ofjnrisdiction, until such time as the court 
rules on the motion to dismiss in AC('.ordnnr.~ with the affidavits submitted the 
parties in accordance with section. 

(B) DISCOVERY.·· If a defendant files a motion to dismiss under 
subsection (a)(B)(i) un the i:rowlds that the biomatcrials supplier did nut furnish 
raw materlal~ or compun~111 plfr18 in violation of contractual requirements or 
specifications, the court may p~nllit disc(Jvery, as ordered by the court. The 
di~covery conducted pursuant to this su1Jll«mgraph shall be limited to issues thnt 
nre directly relevant to·· 

(i) the pending motion 10 dismiss; or 

(ii) the jurisdiction oflh~ court. 

(3) AfFIDAVITS RELATING TO STA IUS OF DEFENDANT .•• 

(A) TN GENEKAL. •• Except as provid~d in c1~u~es (i) and (ii) of 
subpAragraph (R), the coun shall conSider n defendant lU be u biumaterials 
supplier who is not ."hjectto an action for hnrm to a clainiant c«u~eu by an 
implant, other thnn An or.tion relating to liability for a violation uf cunlractual 
requirements or speeitiCAtion~ de.<erihed in SUbsection Cd). 

(B) RESPONSES TO MOTION TO DISMISS ... The court shall srant 
a mutiunlU dismiss any claim that asserts lillbility of the defendant under 
subsectiun (1)) Of (c) of section 5 on the grounds thllt the defendanl is not a 
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manufacturer subject to such section S(b) or seller subject to section S( c). unless . 
the claimant submits a valid affidavit that demonstrates that--

Ci) with respect to a motion to dismiss contending the 
defendant is not a manufacturer. the defendant meets the applicable 
requirell1ent~ for liability as a manufacturer under section 5(b); or 

(ii) with respect to a motion to dismiss contending that the 
defendant is not a scHer. the defendant meets the applicable requirements 
for liability as a seller under section 5(c). 

(4) BASIS OF RULING ON MOTION TO DISMISS.--

. CA) IN GENERAL. -- The court shall rule on Ii motion to dismiss filed 
under subsection (a) solely on the basis ofthe pleadings of the parties made 
pursuant to this section and any affidavits submitted by the parties pursuant to this 
section. 

(B) MOTION FOR SUMMARY JUDGMENT.-·Notwithstanding any 
other provision of law. if the court determines that the pleadings and affidavits 
made by parties pursuant to this section raise genuine issues as concerning 
material facts with respect to a motion concerning contractual requirements and 
specifications. thc court may deem the motion to dismiss to be a motion fOT 
summary judgment made pursuant to subsection (c). 

(c) SUMMARY JUDGMENT.--

(I) IN GENERAL. --

(A) BASIS FOR ENTRY OF JUDGMENT. -- A biomaterials supplier 
shall he entitled to cntry of judgment without trial jfthe court finds there is no 
genuine issue as concerning any material fact for each applicable element set forth 
in paragraphs (1) and (2) of section Sed). 

(8) ISSUES OF MATERIAL r ACT. -- With respect to a finding made 
under subparagraph (A). the court shall consider Ii genuine issue of material fact 
to exist only if the evidence submitted by claimant would be sufficient to allow a 
reasonable jury to reach a verdict for the claimant if the jury found tbe evidence to 
be credible. 

(2) DISCOVERY MADE PRIOR TO A RULING ON A MOTION FOR 
SUMMARY JUDGMENT.--If. under applicable rules. the court pemlits discovery prior 
to a ruling on a motion for summary judgment made pursuant to this subsection. such 
discovery shall be limited solely 10 establishing whether a genuine issue of material fact 
exists as to the applicable elements sel forth in paragmphs (I) and (2) of section Sed). 
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(3) DlSCOVERY WITH RESPECT TO A BIOMATEKIAI.S SIlPPLIER. --
A biomatcrinls supplier shall be subject to discovery in c.onnection wilh a motion seeking 
di8mi5Slli or summnry judgment on the basis ofthe inapplicability of .ection Sed) or the 
failure to cstoblish the applicable elements of seclion 5(d) solely to the extent permitted 
by the npplicllble Federal or State rules for discove.ry against nonpATtie •. 

(d) STAY PENDING PETITION FOR DECLARATION. -- If a claimant hns filed" 
petition for R declaration pursuant to section 5(b)(3)(A) with respect to 11 defendant, and the 
Sec.retAry hM nnt i.sued a final decision on the petitiun. the wul1 shall stoy all proceedings with 
respect to thnt defendant until such time a~ the Secretary ha:l i~~ued a tinal decision on the 
petition. The S~.cretAry .hall, however, complete review uf~uch pelitions within six weeks of 
receipt of the pe.tition. 

(el DISMISSAL WITHOUT PRF.nJDICE .. - A motion to dismi •• or for summary 
judgment granted pursuanl to this Scelion shnll be entered without prejudice, hut only insofar as 
1I11: moving defendant may be rejoined to the netion lIS provided in Section 7. 

SEC. 7. SlIHS1!:QllF.NT TMPLEADER OF DISMISSED DEFENDANT. 

(a) IMPLEADING 01' DISMISSED DEFENDANT ... A court, upon motion or it. 
OWIJ rccof:uizanee, and notwithstanding any otherwise nl'plienhle stalute of limitations, shall 
impl~~d ~ biumalerials supplier who has been dismissed from the netion pursuant to this Act if 
the courl find~ Iltlll --

(I) Any other defendant nol dismissed pursunnt tn thi~ Act suhsequently 
makes or pursues a claim that the negligence orthe dismissed biomateriAl •• upplier in 
whole or in part caused claimant's harm, or that that detendant's liability .hnuld he 
reduced in whole or in part hecause of the negligent acts or omissions ofth" <li~mi~~ed 
biomaterials supplier defendant; or 

(2) The claimant h~~ lIIade a compelling showing that _. 

(A) its harm WAS caused in whole or in part by the negligent Rcts or 
omissions of the dismissed biomaterials supplier, and 

(B) the clnlmlllllis unlikely to recover the full arnowll uf its lio.lll!lAeS 
from Ihe remaining defendants. 

(b) DISCOVERY.-- Nothing in this section shall givo a claimant or any other party 
the right to gel discovery from a biomaterial~ ~upplier defendant beyond that allowed under 
Section 6. 

SEC. II. APPLlCA KII ,lTV 

11,i5 Aet shall apply to all civil actions covered under this Act thnt nrc commenced nfter 
!lie date of enactment. 
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DOUBTS ABOUT THE Cle.-w.-
"BIOMATERIALS SHORTAGE" c(: T),.,«~ 'R. 

Public Citizen opposes the Biomaterials Access Assurance Act of 1997, legislation that is contained in 
S. 648 -- the Product Liability Reform Act of 1997. Immunity for biomaterial suppliers would remove 
an important financial incentive for them to properly research and test their products, as well as to 
warn manufacturers or the public if they suspect that their components are being used in an unsafe 
manner. While we all want access to life-saving medical devices, we also want biomaterial suppliers 
to sell the safest materials possible. Granting immunity to major corporations like Dow Chemical and 
DuPont, with records of wrongdoing in many other areas, is not an acceptable health and safety risk. 

The bill's exemptions, such as for suppliers that violate contractual specifications, are far too limited to 
protect public health and safety. They do not cover situations where companies suspect that their 
biomaterials, as implanted, could cause serious injury or death, but do not warn the public'. We agree 
with President Clinton, in vetoing last year's products liability bill, that such suppliers "should not 
receive any protection from suit." 

In its campaign to obtain immunity for biomaterial suppliers, the Health Industry Manufacturers 
Association (HIMA) has often exaggerated facts about litigation in this area. For example, in the case 
of silas tic shunts used for hydrocephalus (water on the brain), witnesses at an April 8, 1997 hearing 
before a Senate Commerce subcommittee confirmed that neither the manufacturers, nor the biomaterial 
suppliers, of hydrocephalic shunts have ever been sued. A review of case filings reveals two lawsuits 
involving defective shunts. Both were against physicians for failing to diagnose shunt malfunction, 
which resulted in serious mental incapacity for the patients. 

In addition, assuming that biomaterial suppliers do pull out of the business, there is absolutely no 
guarantee that this legislation would get them back. Indeed, we have heard through members of the 
media that DuPont, for one, is saying privately that they will not come back into the biomaterials 
market even if this legislation passes. 

Public Citizen's Survey Of Medical Device Manufacturers 

HIMA has distributed a list of 84 medical devices that it calls "potentially affected permanent 
implants" due to current shortages of biomaterials. According to HIMA, this list was compiled by a 
HIMA staff person who called around to manufacturers who are HIMA members, and asked them 
what medical devices might be affected. 

In response to this list, Public Citizen conducted a review of the 1997 Medical Device Register, 
published by Medical Economics, which lists every medical device registered with the FDA. The 
purpose of this review was to determine how manufacturers were still producing the 84 devices said to 
be threatened. 

The survey reveals that there are still several, and often numerous manufacturers of most every 
permanent implant on HlMA's list. This survey is attached. (We recognize that in some cases, 
manufacturers of a particular device all may rely on a single biomaterials supplier, whose withdraw 
from the market might impact all manufacturers of that device.) 

PubliC Citizen's Congress Watch' 215 Pennsylvania Ave SE, Washington. DC 20003: (202) 546-4996' Fax: (202) 547·7392' WI'oW.citizen.o'1l 



HIMA's List of Potentially Affected Number of Current Permanent 
Permanent Implants Implant Manufacturers 

(due to alleged biomaterials embargo) (as reported in 1997 
Medical Device Register)*·: .. 

ACETABULAR CUPS Category: "prosthesis, hip, acetabular": 7 

ANNULOPLASTY RING 3 

AORTIC/CORONARY LOCATORS No category listed. 
No manufacturer could identify it. 

ARTIFICIAL PANCREAS No category listed. 

BATTERIES 

• Defibrillator No category listed. According to one 
defibrillator manufacturer, batteries for 

defibrillators are made by Panasonic and are 
common industrial grade batteries. 

There are 19 manufacturers of 
battery-powered defibrillators. 

• Pacemaker No category "pacemakers, battery-powered." 
1 pacemaker battery manufacturer listed. 

BONE CEMENT 4 

BREAST IMPLANTS 10 

* How this research was conducted: Where HIMA's description of a medical device did not 
correspond to a particular listing in the Medical Device Register, calls were made to manufacturers 
of similar devices, or to other experts, to determine other names under which the device might be 
listed. Devices that could not be identified are so indicated. 



HIMA's List of Potentially Affected Number of Current Permanent 
Permanent Implants Implant Manufacturers 

(due to alleged biomaterials embargo) (as reported in 1997 
Medical Device Register)* 

CARDIAC MATERIALS 

• Fabrics No category listed. 
No manufacturer could identify it. 

• Felts I 

• Mesh 8 

• Patches (vascular repair) 6 

CATHETERS 

• CAPO Category: "Catheter, angioplasty": 22 

• Central Venous 16 

• Chest No category listed. According to catheter 
manufacturers, there is no catheter category 

specifically for chests. Several types of 
catheters are used in the chest area. 

• lntra-Skomal Corneal Ring No category listed. 

• Peritoneal Dialysis 7 

• Other There are over 50 categories 
of catheters listed. 

CATHETER INTRODUCER KITS Category: "introducer, catheter": 59 

CEMENT SPACERS No category listed. 
No manufacturer could identify it. 

CLIPS 
• Aneurysm 10 

• Ligation 3 

• Vena Cava 6 

2 



HIMA's List of Potentially Affected Number of Current Permanent 
Permanent Implants Implant Manufacturers 

(due to alleged biomaterials embargo) (as reported in 1997 
Medical Device Register)· 

COCHLEAR IMPLANT 2 

CONTRACEPTIVE No category listed. According to Planned 
Parenthood of Washington, D.C., there are 

no contraceptive devices with silicone 
as their main component. 

DEFIBRILLATORS 27 

EMBOLIC DEVICE 2 

FREKOTE LUBRICANT (general) No category listed. 
No manufacturer could identify it. 

GENERATORS 

• Defibrillator pulse According to defibrillator and pacemaker 
manufacturers, pulse generators are 

• Pacemaker pulse components of each defibrillator and 
pacemaker. There are 27 defibrillator and 23 

pacemaker manufacturers listed. 

• Other Over 90 generator manufacturers listed. 

GRAFTS 

• A-V Access 
• Intra-aortic No categories listed. 
• Valve 

• Vascular 8 

IMPLANT ABLE PUMPS Category: "pump, infusion, implantable": 9 

IMPOTENCE IMPLANT Category: "penile implant": 4 

INCONTINENCE IMPLANT No category listed. 
No manufacturer could identify it. 

3 



HIMA's List of Potentially Affected Number of Current Permanent 
Permanent Implants Implant Manufacturers 

(due to alleged biomaterials embargo) (as reported in 1997 
Medical Device Register)·.: 

INTRAOCULAR LENS 25 

LEADS 

• Cardio One category listed: "lead, pacemaker": 27 
• Defibrillator 
• Pacemaker 
• Vagus Nerve 

LEAD ADAPTORS 12 

LEAD CONNECTORS No category listed. According to a lead 
adapter manufacturer, lead connectors 

come packaged with pacemakers and adapters, 
and are also sold separately with leads, 

pacemakers, headers and connector blocks. 

MOLDED COMPONENTS No listed category. 
(Catheters, etc.) No manufacturer could identify it. 

NASAL BUTTON 6 

ORBITAL IMPLANT 4 

ORTHOPEDICS 

• Finger Prosthesis 8 

• Fracture Fixation Device No category listed. 

• Hip Joint Category: "prothesis, hip": 18 

• Knee Joint Category: "prothesis, knee": 18 

• Partialrrotal Ossicular Replacement 4 

• Plug (hip fracture stem) No category listed. 

• Shoulder Joint Category: "prothesis, shoulder": 9 

4 



HIMA's List of Potentially Affected Number of Current Permanent 
Permanent Implants Implant Manufacturers 

(due to alleged biomaterials embargo) (as reported in 1997 
Medical Device Register)* .. ' .. -. 

ORTHOPEDICS (continued) 

• Spinal Systems No category listed. 

• Tibia Insert 4 

PACEMAKERS 23 

PATELLAR BUTTONS Category: "button, surgical": 4 

PENILE IMPLANT 4 

PLEDGETS 5 

PORTS 

• Infusion 
• Injection 
• Osteoport Only category listed: "ports, vascular": 17 
• Vascular access 
• Other 

PROSTHETIC HEART VALVES 6 

SHEETING (Scar tissue prevention lining) Category: "sheeting, silicone": 16 

SHUNTS 

• CNS No category listed. 

• Dialysis No category listed. 

• Hydrocephalus 4 

• Peritoneal 2 

• Other 12 

5 
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HIMA's List of Potentially Affected Number of Current Permanent 
Permanent Implants Implant Manufacturers 

(due to alleged biomaterials embargo) (as reported in 1997 
Medical Device Register)· 

STIMULATORS 

• Bone Growth Implant 2 

• Functional Electrical 23 

• Neuro (& Accessories) 14 

SUTURES Categories: "polybutester," "polyester," or 
"'polypropylene": 13 

TUBES 

• Myringotomy Category: "tubes, myringotomy": 2. According 
• Otological Ventilation to myringotomy tube manufacturer, 
• Vent otological ventilation and vent tubes 

are the same as myringotomy tubes, 
used for ear surgery drainage. 

UMBILICAL TAPE 6 

VAL VED CONDUITS No category listed. 
No manufacturer could identifY it. 

VASCULAR ACCESS DEVICE Category: "hemostasis, vascular device": 2 

VASCULAR STENTS 4 

6 
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TWiriVIA

DRAFT 2 

SUMMARY OF PROPOSED BILL ON 
BIOMATERIALS SUPPLIER LIABILITY 

The attached draft of a proposed bill on biomaterials supplier liability would offer 
substantive legal protections to the biomaterials suppliers of raw materials for medical 
implants, including various procedures for the expedited dismissal of civil actions brought 
against biomaterials suppliers. In contrast to other legislative proposals on biomaterials 
supplier liability, this bill would IlQl apply to: (1) lawsuits involving breast implants; (2) the 
biomaterials suppliers of "components"; (3) the biomaterials suppliers of "defective" raw 
materials; and (4) those biomaterials suppliers who breach their duty to warn buyers or users 
about the risks associated with a particular use ,of the raw materials. Moreover, this proposed 
bill would apply to business claimants seeking to recover from biomaterials suppliers and 
would effectuate two way preemption. 
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SEC. 20/. SHORT TlT1..L. 

BIOM4TERlALS ACCESS 
A$SUR.4NCE 

Tilis l;'t!r: m~\' be cited as (r.r: "Bio'n:cl;:ricls ACCCH .-\ssurcnce 
.4« of J 996··. . 

SEC. 2D:!. F/'''-VrNCS. 
Congress rinds thOI-

I) J tech ycor millions of CJ[I=ens 0/ fhe Unitcd Slotcs ce
pend on the oeoi/obi/ity of li,-csol'ing or life cnncncing mcdica( 
dCl'ices, many 0/ u:i1icn cre pcrmcncnlly implantoble u.'itnin Ihe 
human body; 

(2) a continued supply of rou' materials and componcnc 
ports is ncccssar:' {or (he inl'cntion. dCl'c!opmcnl, improl'emen(. 
end moin/cnonce of the supp!y of the cr:L"iccs: 

(J} most of the medical dcn'ccs ore mode u:iln rou' male
riels end co'mponent parfs thOl-

fA) on: nof designed or manufactured spcciiicol/.v {or 
use ,'n medical deL'ices; end 

fB} cone in con(ocl U·iln. in'lcrnal humon tissue: 
(1) the rau' materials end component parts also are used In 

a {'erict)" of nonmedical products: 
(.5) because small quantities of fhe rau' materials and COni

poncnt ports arc u5ed {or medical dCl·ices. sales of rau' mote· 
rials and component parts (or medical deL"ices constitute on ex· 
tremely small portion of (he ol"eroll merkel for tile row mate· 
rials and medical det"ices; 

(6) under the Federal t('lod, Drug. and Cosmetic Act (21 
U.S.C. JOI el seq.l. manufacturers of medical deL"ices are re' 
quired"lo demonstrate thOl the mcdiccl det"ices are sofe and cf. 
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iec!ice. including demonstrcting lital (he products crl properly 
designed ana' heL'1! adequate warnings or i::slructions; 

(7) no(Wi'''-Slcnding the {act titol rcw me/eric!s end c:Jmpo· 
nent peris suppliers do nol design. produce. or (cst a fincl m'ed· 
ical dn'!ce. the suppliers heL'e been th.e subject of cc:ior.s alleg· 
ing incc!.equale-

(.4.) design end tesling of medical del:ices mcnu/cc!ured 
with materials or ports supplied b,v the suppliers: or 

rBl warnings re!cled 10 the use oi such mediccl del'ices; 
(8) el.-en though suppliers of raw mctericls and corr.ponen( 

parts nCf.:e [:try rcrely been held noble in such. octions. such 
suppliers heL't! ceased supplyir.g (eree;!) rou' mauriels and 
comDonen( ncrls (or use in medic:::! det'ices oecause tiu costs CJ' 

soci'aud u:ith litigation in order to ensure 0 lc l'Ore bit jucgment 
(or tr-e suppliers (ar I!-::cuc..s tile !otcl POttr.t:'cl scles re~_:el1ues 
from seles D,V such. suppliers to tile medic:::l dll'iee industry: 

(9) unless clternate SOurces ot'supply ccn oe found, thl un' 
ot:oilaoi/it,y 0/ rew maleriels end c~mponel1t pcr:s for mf!dic!J1 
det'ices u'ill lecc to Llnot'oilaoility 0/ liicscl'l'r.g and lile-enncnc' 
ing medical decices: 

(lO) because other suppliers of tne rcw materiels end com
ponent parIS in foreign nctiolls ere refusing to sell raw mete
riels or com?onen( perts {or LIse i" mcnu;ccturing cert:::in mea"· 
icol dn'ices in the United Stetes, tne prospeCO lor decdoprr.cnl 
0; IlC!JJ source.s of supply lor tile T.JlI rcnge' of threetened row 
meterie!s end component perts {or medicel ,den'ces ore rel710le: 

(11) it i.s ur:likcly Ihal ti:~ srr:ell mer'i;~t{or .suc;' reu' r;'!O(l!' 

riaLs' and component perts in the Unitcd Stetes could sU,:J,:Jor: 
the lerGe ir:t'c.srment needed to dcn:lop new suppliers 0/ sucn 
reu' materiels end compor.cnt per:s: 

(J2J crtempt.s fo d.en!/0r :uch new supplicrs u'ould rei.se lhe 
cost of mcdical dcl'ices; 

(JJ) courts Ihal hat'e considered tne duties of the .supplicn 
of the rcw materials and component parts hel'e generally lound 
thet the suppliers do not hCI..:e a dut,Y-

(AJ 10 cL'oluole Ihe safcty and efficoc," of Ihe use 01 a 
raw me/erial or component port. in a medicol dCl.'ice: and 

. fB) 10 warn consumerS concerning the .safety and effec
tiveness of a medical deL'ice: 
fl1J ct:r:mpts to impose the curies referred to in suoparoo 

.erophs (AJ and (8J of.parograph (JJ) on suppliers of the row 
material.s and component parts u:ould couse more hcrm than 
good 6." drit';'ng the suppliers (0 ce::ls'(' supplying manufacturers 
of medical deL'ices; and 

(JS) in order to sofcgucrd the at'ailability of a u·ide coriel)' 
of lifcsal.;inc and life-enhancing rr.cdical del'ices, immcdic(e ac' 
(ion is needed-

f .. \) (0 clarify the pcrmi.ssible bases o/Iiabi/il), {or sup' 
pliers of raw materials and component pa~ls {or medicol 
dct'ices: and 

(B) (0 prol'ide c::pecitious procedures to ·dispose of un
.. !_1.'orranted .suits acain;;t thc .suppliers in such manner o.s to 

riiinimi:e litigction costs, 
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SEC. 2OJ, D£FnvrrIONS. 
As usee' in fhis (i(ie: 

(lJ BIO.I('T£R1.'J.S SL'??U£R.-
fA) /; .... G£SE?.J...L - The term "biomc.tzn"cls supplier" 

me~ns an entity thel.direct/y or indirectly supplies 9 co 1 

?o .. Cl.L .a_I t 0' rcw mcteriel {or usz in lile manufacture of 
en imDlenl. 

(iJl PERSONS I'vCLl.!D£D. -Sucn lum inc!uces eny per· 
son wha-

ti' h.cs suomir:zd mester files to :r.e Secretary {or 
purposes of premari..e( cpprol'ol 0/ c medic::;{ det:ice; or 

(ii) licenses c biorr.:::'leric/s s'.1pp/izr {O produce 
".m.p'h.lI .. po f e rou: r.:c(zric/s. 

121 CLJJ.\L-L\7.-
{A} 1.'1 CE.V£R.{L - The 'ierm "c/cirr.cnc" t:1eanS eny per· 

son who or:'nes Q cie:'1 cction. or on u·r.osz behali 0 cit'ij ac· 
(ion is arought. orisir.g /rom ncrm Qlleg,:~'ly ceused directly 
or ir:direcrl.y by on impicnl. including 0. person other (han 
tr.e indiL'iduel into L!:r.os~ body, or in c!)ntect !l.:i(h u..:n.ose 
blood or t!'s$ue. tne im;:>/ont is placed. !.I:r.o c/air.:s (0 hal'e 
sui/ered nerm cs a result of !r.e implen f. 

(iJl ACTIOS BROljGi-IT os 3I:i'.-'J..F or ..... v £ST.,T£. - With 
rcspect.to en cction brought on benelf of or tr.rough tne es
tatt of en jndh:icuel into u'nose body. or in ('or:toct u'ich 
u.'r.ose blood or t!.ssue ti:e implcnt is plecce. suer. term ,'n, 
eluces tne cecedent rhcl is the Jubjcct of cr.e cc:ion. 

(CJ ACTIOS OROL'GifT os 3rf!.'.L~ 0, ., .I(ISOR OR IS, 
CO.\fPETZ.\7, - lVich rcspr:=! to en DC/ion brought on behalf 
0/ or tr.rougn a minor or :n.compctcnl. sucA term incluces 
!r.;: parent or guardicn 0; thc minor or incompc!cnl. 

{DJ EXCLL·SIO.vS.-Sucn term docs not incluce-
ri} 0 prodder of pro/cssionol r.eclth cere sen'ices. 

In cnv CC'-Sf! in u'hicn-
, (f) the sele or usc of an imp/cr.t is incidental 

to the transaction: and 
lilJ tne essence of the frar..soctwn is rhe fur. 

nishing of judgment. skill, or sern'r:cs: ~ 
fiU a person ccting in :hc copocity of a manufac· 

turer, seller. or biorr:otcrials sl1ppl;er/ i 
IjJ CO.GrO,t_PI 1:\1iJ, . 

t.t; I .• ' G::p'rr ... 'c:b Tor 'e- ;:q "H 'p"?'"ll ,. " (i ¥\ 

'ItO lelioe;e. cd pice.' 0/0. i ,pia tl. 

f3) C':f!17u .• CO.''/ e.I ..... .,.5. So,," It. de: or 

> 
IUilC/CCiUiC ... 'piccc (J{Sq jqqpl. It t't I 

til /,03 3tglli;: ....... I,{ dOli ill/pIOn!' opp!·tetl:OJ.J, OIl! 
Ii: .. 8lo .. ,. /.~r co i"#iplclit eclet 01 ptiJpOJe, 

L.bl~CII t'" ,oii.ed _ "./, Otltel 'i' "/'81 g' '; "'c Q? d 
,'af, eo",,;'·.fgr -- , ....... /",{ ~. 

(iii) (l persoll 
alleging Imrm COl/sed by 
a breast i/JIp/anl. 

'/1 H.:I.R.,;. - . . r,·', 1.'1 G£..v~it-\L-Tnc term "harm" n:eCnS-
rjJ on)' injury (0 or damoge suffered 0." on indicid· 

uo I; 
(ii) cny illness, diseose. or death df (hal indil'idual 

rcsu/ring irom thet injur,v or dOf.11o!]i!: cnd 
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(iii} en\' loss /0 ihat indi/:idual or el1\' oiher indi.,· 
l'iducl resuiiing from thei injury or carr:ag'!. 

...... _:j f:;e;~:~·'O;:"'(~'ut~:~.;.'-=:,:,7.\:.:::.~;c • .' sOc_ 

M) I.I{?L .... YT. - The (um "imo/ent" meanJ
t..[ (A) a medical del'iCl th'ot is intended b,Y the manufcc, 
turer 0/ the dedce-

LOSS.--The lerm incilides (i) to be placed into Q surg£cclly or ncturclly 
(ormed or c=:'sting c!H'it,Y 0/ the oody lor a period of ct 
leaJI 30 dayJ; or OilY commercial loss or 

loss of or damage 10 on 
implalll. 

(ii) to remain in contact with boci!.v fluids or in (er· 
r.ol ;,uman 'issu~ throug;, a surgicc!ly procuced open. 
ing lor a period o(/~.s.s than 30 days: end 

l:. (E) suture materials used in imptan't procedures. 
(P) : .... I.~\1JrACTl.:?..J:R. - The term "mcnu(ec:uru" mecns any 

person u·ho. u.-ifh respect 10 an imploflt-
f.4.J iJ ensog~d in the mOflu/CC!Ure. pr(,bcration. ?rope· 

gct!afl. compounding. or 'procr:ssing (c..s Ce,-fflcd in section 
SIOfal{J)} oi tne rcdcrcl rood. Drug. end COJmClic Act 12/ 
u.s.c. 3/jOfc,fl)) of the im.:>/ont; end 

(BJ is rt:.quirr:d-
(j) to register c'it;, Ihc Secretary pursuent to sec' 

tion 510 o( thc rc&rol Food. Drug. end Cosmetic .4.ct 
t:!J U.S.c. 350) ar.d Ihe re?t..det:.ons i.s.sued under sucn 
.section; end ... 

fii) to include the implent on a li.st o( den'cc.s filed 
with the Secretery pursuant 10 section SlOtj} 0/ sucn 
..Ie: f21 U.S.c. 3601;)} ond tnc regulctionJ UJucd ur:ccr 

, .suctt .section. 
r.71 :\./ZDIC-U Df:V/CE.-Thr:. term "mediccl deL·ic," fr,ccns a 

eecice. cs c!..efincd in section 10"1.., of the rcdercl rood. DrlJZ. 
end Cosmetic ..lei (21 U.S.c. :':!)(},J} end includes cn)' del'icc 
component of on)' combinetion product as (nct term is used in 
Jcction S031g} of such Acl 12/ U S.c. 3S3(gll. 

1 fJI) R,.J"r{ .~!.AT£R1A.L-The term "raw mcteria/" mcarJ a sub· 
stance or product thoi-

fAJ has a generic usc: and 
fE) may be used in an application ottter than on im· 

pion I. 
11 tfJ) SECn~TARY.- The term "Secretory" meor..s the Secretory 

of Health and Human Sen.'ices. 
'1 (J.{)} SnUR. - . 

rA} /.'1 G£,YER.·LL - Ti1(: term "seller" means a person 
who. in the course of a bu.sincss conducted (or fhol purpose . 
.sells. dUlribute.s. lec..scs. pockoec.s. labels. or otheru·ise 
places an implant in the .s:reonl o( commerce. 

(8) EXCLUSIONS. -The term docs not includc
(i) 0 .seller or lessor o( real propert,": 
(ii) 0 pro('ider of professional .serriecs. in an)' case 

in u·hich the sale or l'se o( on implont is incidental to 
the transaction and (fie ('ssenee o( {he transoction is th, 
furnishing of judgment. skill. or scrciccs: or 

(iiiJ ony person who Det.s in ani), a "nanciot capac· 
~.- ity with respect 10 tilt: .scle of an implont, 
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SEC. 2().1. GE.VER.-V. REQUIRE.lfISTS: APPLICWIUn': PREE.lfPTION. 
(a 1 ·CE.VEiI.<L REQ~·IRE.lIE.VTS.-

(1) /;v CE.VE? .. .u.... -In a.'lj' ,iL·il OC(;'O{1 cOf.:er~d oy (his c!"/e, 
a biomclerials supplier m~)' raise any de/e.'1sz set (orcn. £n sec· 
tion 205. 

(2) PROCEDUi?£S. -:Votu'icns(cnding ony orher prol.:isiofl of 
low, the Federal Dr Slale courl in u:nicn a c:"l'il oClion cOL'ered 
by this title is pending shall, in cortnection u'icn 0 motion ior 
dismissal or judgment based on 0 deizr..se described in pera
graph (J J. use In.£! procedures seC ior!n in sec:ion 206. 
(0) A.PPUC-'.!JIUTY.-

(j) 1.'1 GE.VZ?.-t.L -E=cep( as procided in pcrcgraph. (21, nOlo 
Ll..'ithslcnding cny other :)rOl'l'siOfl of {au', fi::"S utle oD:Jlies 10 

. en:. cieil cction brought by Q c/o:"mcn:. u,r.eri:er ill a Federal or 
Stale courl, against a manu/aclurer, s~"er, or biome/ericls sup· 
plier, on the basis oiany legeltheory, for hcrm·c"eg~C!I-" ceused 
b\' an ilT'.::Jlani. 

. f2J EXCLVSIO.'/.-A cieil ~c:ion brought by a purcnaserof Q 

medical ckl'ice for use in pron'ding proies~jonci sen'ices cgainsl 
a menujccturcr, seller. or biome/ericls supplier {or loss or dem
ege /0 on implant or for commercial loss to the purchoser-

f.4J sholl not be considered cn cction (het is subject 10 
lhis tille: end 

(B) shell be ZOl'r:rncd by c.:Jpliccble commacial or can
trect lew. 

(C/ SCOpr. Oi' PP,r:;;HPTIO.v.-
fJ) I." GE."£?-{1-.- Th:·s ljlle sU~)f:rscci!s cn'· Siale leu: reo 

garding rCCOL·cry {or h.crm ceused b.'" en 'im?lc~( end on.v rule 
0,- procedure applicable (0 a c:"n'l ec:ian (0 r~r:}l"cr damages {or 
suc;, herm only to the e=tent lhet tnis title cs:colisf:es a rule 0,
leu' cppliceble to the rCCOl·C1")· o( such demc~'!s. 

(2) ApP!JC-G/urr OF OTHER 1..,J.n·S.-:1n\' issue (hot criscs 
under this title end Ihal is not ZOl"erncd by ~ rule o( leu' cppli· 
coble (0 the rrCOl·cry of dcmages described in peragroph 11 J 
sholl be 1J0t'aned by oppliecDlc Federal or Slct< 10UJ. 
(d) STATUTOP,y CO.vSTRUCTIO.V.-:':olhing in Ihis lille me," be 

con::urued _ 
~. .. .".' 'J Hi jJ ,:,/~E~i CIP/ ~l),LJZ5C c _. j 

"'"iLl p.o 0) 1 CCLla} O. 3 ... 1t lew 446 .. ct'lcgiilg 
l.Ci ... GOEde 3) a:. iil.plodt. 01 

-t:}1 to ~reole 0 caUSe of cClion or Federal courl jurisdiction 
pursuont to, section 1331 or 1337 of (jrle :lB. United Slates 
Code. thet otherwise. would not e::is( under applicable Federal 
or Stoic low. 

SEC. 205. LlAIJfl.JTY OF DIO.HATERI.ALS S('7'I'UERS. 
(al l.v CE.VEP.AL.-

(J) EXCLUSIO.v i'RO.'1 LL-t9IL1."Y.-E=crpl cs prodded in 
parogroph (2). a biomoteriols supplier sholl not be liable for 
norm (0 a claimant caused by on implant. 

(2) LlA!JIUTY. -,4, biomolerials supplier Ihol-
rA} is 0 mOflu(octun:r may be liable (or horm (0 Q 

cloimon! described in subsection (b); 
(E) is a seller may be liable /or norn! (0 a cleimon( de· 

scri~cd in subsection le1; ~ 
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(D) hlows. or through 

reasonable inquiry could 
have J...?IOWIJ: 

(i) of the application to 
which rhe raw material is 
to be put; (ii) of the risks 
aflendollllO such IISC: 

and (iii) that the buyer or 
user of 'he raw material 

is ignorant of such risks. 
bllt failed to warn such 
bllyer or user of such 
risks. may be liable for 
harm to a claimol1/ 
described ill subsection 
(c): and 

(E) fllrnishes rOil' 

materials thaI arc 

dcfect;'·e moy be liable 
Jor harm 10 a claimant as 
described in subsection 
(f). 
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(C) furnishes rcw materiels ~v C"'''''r'o'.~j •. P '0 titot 
feil 10 me~! appliccole c~ntractuQI requirements or sped· 
fiCCI£ons may oe lioble lor a harm (0 a c/cit:1on( descriged 

.in subsection (dl/ J 
(01 LHBtLITY .... s 1\1. ... NUr.~cn'ilEa.-

(JJ loV GENZit-\L -.-\ biomatericls su!)olier may, to the e=ten! 
required and permitted by eny ocher c'p'pliccble 'lew. b~ liable 
lor harm (0 a claimont ceused by on implent ii the 
biomctericLs supplier is Ine manufacturer of t;"l irr:p/onl. 

r21 GaOUSDs COR LLUtLiTY. - The biomctuicls suoolier 
mey be r:"Jruidered tite mCllc;ac/urer 0/ (h.e implcnt thct'c'!leg· 
edl)' causea' ilarm to a c!aimcnt only i/ the biomaterials sup' 

. plier -
fA}(;} hc.s registered lJ.'i(;' the Secrelory pursuDllt to sec· 

[:'011 5100/ tite red~rcl rood. Drug, end Cosmetic Act 121 
U.S. C. :l6D, end the regulations Lssued under sucn section: 
and 

(ii) included lfu im:Jicnt On Q list of del'ices filed u.:;rn. 
tne Secretory pursuant' 10 Jer!ion 5JOfjJ of Jucn Act f:1J 
U.S.c. 360[j}} Dnd the regulctions issued under sue;' sec' 
r.'on; 

fBJ is (he subject of a declcrotl..::;n issued by tilt: Sec
n:fcry pursucnt to peregroph lJ) thot ,stetts tnet the sup· 
plier, u.'ifh. respect (0 lne imp/cnt :r.C( cllcg~d(.'" co used 
norm [0 (he doirr.cnl, 1..:.'C5 required to-

f,., registcr u·jrn tnc Secretery unc'cr section 5 J 0 0/ 
s!Jcn Act (21 U.S.C. J60). end tne -reguletions issued 
unc!..cr such sa(ion. but feilcd (0 do so: or 

(iiI include (flt: iff.plenr on a l:..st 0/ decicr:s filed 
CJilh tht: Secrr:(C0' pur;uonf 10 sccU'on 510(j) of such 
.-\ct (21 U.S.c. 360fjl) end tnc rcgulc:ionJ issued under 
s!Jcn secfion. bu( (oiled 10 do so: ur 
re) is related by common ownersnip or control '? a per· 

son mee(ing all the rr::quirtmen.oi described in subpara· 
graph (AJ or rBI. if (ht: ("Ourf deciding a motion to dismiss 
in accordance u'itn section 206(cJf3IfBI(il finds. on the basis 
of of,idcl:its suomi((ed in ec:ordonce with section 206. (hot 
it is neccssor)' to impose Nobility on (he oiometerials sup· 
plier cs a manufacturer becouse (he related manufacturer 
mt:c(ing tnc rcquirt:mcnt's of subporof1ropn (AJ or fEJ lacks 
sufjic:'cn( financial n:sourrcs to setisfy on,Y judgmcnt that 
thr: court feels it is likely to en(er should the claimant pre· 
co" I, 
I J{ AD.I/lSts77I.. ... DI":; ?ROC£DUilf:s.-

(A) f,v C[f.'£P..u., - Tnt: Secretory ma.Y LSSUe a declora, 
(ion described in parceroph 12nB) o~ the motion of the Sec· 
reter), or on petition by cn.Y person, 0;1er prol'l'dillg-

(il notice [0 the ofl'ecled persons: end 
(ii) on opportunity for on in/ormol hearing. 

rBI DOCALTING .WD fiNAL DEClsION.-lmmediotelv 
UpOfl receipt of a petition {iled pursuant to this poroGraph, 
the SccrrlCr,Y sholl docket (he pctition, NOl lOfer than 180 

'days ci?rr the petition is {lIed. Ihc Sccrc~cry sholl issue a 
final decision on the pctition. 
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ICI .-'.?PUCUJIUrl OF S'.'TL'T:: O.~ U.lIIT.'TlO,VS. - .. fn\" 
applicable statute 01 limitations shell toll during lhe p~riad 
during which a claimant h.as /:"Ied c pet!'tion u:ilh (ite Sec: 
re!ary under chis paragraph.. 

re) LLUJlllTY ,-<5 SELLLR.-A biomaterials sCDoliu rr.CI·, io the 
elen! required and permilled by an,Y otner cpplic'c'ble lew. be liaole 
es Q seller ior hcrm to a claimant caused by en irr:plcnt ij-

(1) the biomoterialj supplier-
(A) held title to tne implant tnat cl!egedl.v cC!Hed harm 

to the c/cirr:cnt as a rejult oj purcr.csing the implcnt 
cfier-

(iJ the manufacture of the imD!er.l: end 
(ii) the entrcnce 01 (h~ imp(cr.! :"n :iu j:ream 0/ 

commerce: end 
(EJ suosequent!.,· rejold the imp/ant; or 
(2) the biometerials supplier £s relotec by common ou·ner· 

ship or control (0 a person rr.et:fing ell fitl r!!q!lirer.:ents dc!, 
scribed in paragraph fJJ. il a court dl~id;n5 a motion to dis, 
miss in eccordcnce with section :!06fClfJIfBdiiJ li.nes. on the 
besis 0/ a/jidoL"l'ts submir:ed in accoreance u'i(n sec:ion :lVS, 
tnet il is necessary to imp~se liebi/it), on tr.e biome:er;ols Stlp· 

p/ier es 0 seller beccuse :i:e related sellzr rr:ee:ir.g the require· . 
ments o( peragraph. r'J} lecks s:.Jjfic:ocnl tir.onc:·ol resources to ° 
sotisfy eny judgmenl thct the courl fec!s it is likely (0 enter 
snould the clcimen t prt::t'ail, 
Id I LIABILITY FOR V/OLUISG CO.\7?.ACn:.<1. R£QG'/R£.II£.\7S OR 

S?£CIi'IC4.TIO ...... S.-.-\ biomcteric/s supplier rna:",. to the. e=ten( re· 
q!Jired end perm£llzd by cny olner appliceble lew, be licblt lor 
norm 10 a cleimcnt c~used bv c.'1 im:Jlcnt. if the claimcnt in on ec, 
tion sn.o!1.'s. by a prrpondcron'n of th~ cl"idcnce, ti:cl-

(l) tn.e row. materiels or com,:Jonenl per:s de/jeered by tr.e 
biomct;:ricLs supplier either-

f.4.J did not constitute the produCI described in the con, 
trecl belu'een (he biometeriols supplier end Ihe person u'ho 
contracted (or delh'ery of the product: or 

(EJ (oiled to meet ony speri,=icotiDns that u'ere-
ri) pron'dcd to the biometeriels supplier ene..' not 

c=prcssly repudicted b.Y the biomotcricls supplier prior 
(a acceptance o( delit'ery of the reuo meterio/s or compo' 
nent ports; 

liilm published by Ihr niomoterials supplier: 
tIl) prol'ided to the mcnuioclurer by the 

biomo/c.n'els supplier: or 
III/} containcd f'n Q mcster file that (.L'CS subm;((ed 

by the biometerials supplier to the Secretory and thot 
.is c!Jrrcntly maintoined b.Y the biomclerials supplier 
(or purposes o( premerkel cpprot'o{ of medf'cal det:ices: 
or 

(iii) included in (he submiJJions for purposes o( 
premarkel opprolool or rClojew b.Y (iIe Secretory under 
seclion 510 . .513. 515. or 520 of Inc Federal Food. 
Drug. and Cosmelie Ael IJI U.S.C. 360. 360e, 360<. or 
JGOjl. and rece;("ed clearance from the Sccrftor), i( such 
spcci,;cctions {('C're prot"idrd by the manufacturer to the. 
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(e) LIABILITY FOR FAILURE 
TO WARN.--A biomalerials 

supplier may, 10 Ihe 
extent required or 

permilled by any olher 
applicable law, be liable 
for harm caused by 011 

implanl if Ihe 
biomaterial! slipp/ier--

(I) knew, or Ihrough 

reasonable inquiry could 
have Jmowll: 

(A) oj Ihe applicalion 
10 which lhe raw material 
II'OS 10 be pilI; 

(8) oj Ihe risks 

altCI1da11110 such lise: 

and 

(C) Ihallhe buyer or 

IIscr oJthe roll' material 
H'OS igl10rant of such 
risks: and 

(2) jailed 10 warn such 
buyer or IIser of such 
risks. 

(/) LtAOII./TI' FOR DEFECTIVE 

M,'TERIAL.-- If 
biomaterials supplier 
1110),. (0 the eX/CIlI 

perlllilled by any olher 

applicable lall', be liable 

for harlll caused by an 

il1lp/al/l iftlu.! har111 was 
in whole or ill parI 

caused by a dejecl ill Ihe 

raw l1Ia/~rial supplied by 
the biomaterials supplier. 
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biomcterials sUDplter end u:er~ not e::::Jressi\' re~ud£· 
cled oy the bio'r.:cterials supplier prio; to ti:e c.~cep(:· 
once oy the manuiccturer of dziit:zry of (he row ma(e-
rials or component ports; and . 

(2) juch conduct u'es ell actual end pro=imcce cc!:se 0/ the 
harm to the clcimcnt. 

SEC. 206. FROCEDURES FOR DISMISSAL OF CfVlL ACTIONS AGAINST 
BIOMA TERlALS SUFFLIERS. 

(a) MOTION To DIS.I{(SS. -In any ec!ion Inel is subject 10 Ihis 
title. a biomc!.enals supplier wno is a d..e/ender:t in sucn cction rna),. 
ol cn.Y lime during which Q motion to dismiss rna)' be {i1ed under 
en cpplic:::;ble law, mOl:e to dLsmiss the cction egc:"ns( it 011 the 
grounds that-

(1) the defendant is a biomcter!'cls sUD!)Ii.er: end 
(2J(AJ the defendant should nOI. far tile' purposes of-

(i) section 205rol, be .:onsidered to De a manufacturer 
o{ the implcnt that is st.:bject 10 jucn sect:'on: or 

(ii) section :lOS(c), be considered to be a seller 0/ the im, 
plantthct alleged/.v ceesea' herm to tr.e c!c;mcnt: ... ~,~ ___ .~ 
(E)f;) tne c!cimant hcs feiled to tstcbli~n. pUrSUCfl! to sec· ----:T' 

tion 205(d}. thet the supplier furnished roLl.' moter.·cls or com. 
pone!'.! paris in l'w/ation 0; contractucl requirements or s;)ec;' 
ficctio!'.s; or ' 

(ii) the claimant has (ciled to c!Jmply u.:ich the procedcrcl 
requiremcnts of subseccion foJ, 
(&.' ."l,_'oT .• e;=:;:'~C.l Q.-~.'r'" ., I 51:' 33."1_ .213 .. .0._ ..... 

"lao d .... : ....... pq(&1:s!!se qjY ·.cello qS r", loll it:'" (I .. 

1-'lc. f cr GpO .J .0 .. ·.t oc.:OJl. _, .. !eds 
OJ :qe R'lQr'{ ~.!l'Cl :J J~i:;itt. 10 JCj.;c~ s;"p tee " re , 

jq gjb ',dicrj&n i_ !tloice f:'.r!' j:eqle(.'·~/s "'.-f'·e is e' ds Ft,: 

eiled 6' ... 6bO'·C .... /J CSt; , icc OJ·p. OCe;J3. , . 

f2J aq cerie •. Cf,C:,iJ, .j ...... "1~'.C/Lt.UI€I is DClltd OJ cpp.': 
• I I 

<cO.t 8 , 

b If) PROC£7:DI.VG 0.'1 MaTIaS To Dls.I!lss.- The iol/ou:ing rules 
sholl apply to any proceeding on a motion to d:'smus filed under 
this section: 

(1) /V'nD.' VTTS R£U TISG TO USTI.VG .",-VD D£Cl.ARA TIO:ofS. -
(A) 1.'1 GENERAL-Tne delendant in rhe action may 

submit on afiidaL·;t dcmon.strcting that defendant hes not 
included Ihc implanl on a lis I. ii any, filed IL'irh Il:e Sr<· 
retery pursucnt to section 510fj) 0/ the Federal Food, Drug. 
ond Cosmelic'Acl C! 1 U.S. C. 3601j)l. 

W) RES POSSE: TO MOTION TO DIS.\IISS. -In ·rcspon.sc 10 
the motion to dismiss, the claimant may JuOmil en e/;'ido. 
t'lr demonstrcting Chal-

(;) [he ,c'ecrctory has. u..';th rcspecf (0 (he dciendenf 
end (he implant chet cllegedly caused harm fo the 
claimant. issued c dec/aro/io"] punucn( [0 scr:tion 
205(b)(2J(B); or 

(ii) the de{cndent u:ho fried tite motion to d:.smiss 
is a seller of the implant u·no is liable under scction 
205Ie}. 

(2) EF'J7:CT OF' .\(OTION TO DISMISS 0.'1 OISCOVERY.-

(iii) seclioll 205(e), 

be joulld 10 /lal'e jailed 10 

worn ,"e buyer or liser 0) 

fhe row material 0/ its 

knoll'll risks; 

(i\~ seclioll 205(/), 
bejol/lld 10 /lm'e sl/pplia 

de/ccli\.'(! maleria/; or 
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fA} Is GZ.VG?_U- -// C d~ienc!an{ f,l?s a motion (0 di.s
miss u;lder pcragraph (}) or l2J of subsection (0/. no dis:' 
caL'ery shall be !Jerm£!teC ill c~nnec!ion (0 the action. litct is 
the s~bj,!c( of !iIi! mOlton, ocher then discof.:ery necessar·)' to 
determine c motion to dismiss for leek oijurisdic(ion. until 
such time cs the courl rules on the motion to dismiss in ac
cordance with (he affidcf.·iIS submilled by (r.e perties in cc
cordance wi~h in is .sec!!ofl. 

rBJ DISCOV::ilY. -Ii a rki,ndcnl files a mOlion 10 dis· 
miss under subsection (cJf2)fB)(i) on lhe grounc!..s thel the 
biomclericls supplier did not furnish. rcw materials or 
compor..ent parts in L'io/Clion of contractual requirements or 
specifications. (he CDUr( mey permit dUCOl'Cr.v, as ordered 
by the coure. Tile disc~l'ery cand!.Jcted pursuant to Ih.is sub· 
pcrcgraph shell (Jl limited to issues {hot ere direct!.,· rei· 
ecanC to-

(i, {he per.ding motion fa dismiss: or 
liil Ine jurisdiction of fne cour{, 

/31 Ai,/DAVITS il~L'TISG ST.,n·S OF D~.~SD.-t.'T.-
fA} /.v G~S;:?_.u.. -E=Ctpt os prol·idee in clauses Ij} and 

fif'} af subparagreph tBl, lh~ court sholl c01l...lider e de;end. 
ent 10 b~ Q b:omoterie/s supp!r'er c.-ho is not subjr::CI to an 
ecu'on lor ncrm 10 0 c1oir.tcnt c:Jused by on imp/cnl, otr,er 
rnen C:l oc:ion relating :0 liobi/ity lor a l':'OIO/:'on o{ can' 
rrcc~uol rt:quin:mr::nls or s.:Jf:c:'jicctior.s dt:scribed in suo, 
sCC::'OIl fdJ. . 

1"81 R::S?Oss::S TO .110TlO.V TO DIS.lf/SS. - Th< <our: 
snell grcnt C mol ion to disr.:us eny oct:'OI1 tr.ct esserts Ii, 
cbiif'(y of Ihe de/r::ndor:! un:Jer subsr::c:1011 (o) or ICI of S?C, 
riol1 205 on the grounds tnot the dr::;endcnt is not a manu, 
fccturer subject to such. seetion 203(bl or seller subject to 
Sf:ct:'on 2031c}, unless Ir.e doimont suomits c' rclid of~,del'it 
that cemor...stratcs Ihol-

fi} u,jth respect 10 e mOlion 10 di.srr.i.ss contending 
fhe c'cicndont is not a mcnuiacturcr, tne deiendcll( 
meets the applicable rrquin:mcnls for liability .os a 
mcnuioc:urer under scction 205(bl; or 

(ii, u'ith res;.:ect 10 a motion to dism!.ss contending 
(hal the dt:;endont is not a scller, tht: defendant mects 
(he applicable requirements {or liobilirj as a seller 
under section 2051cJ, 

(41 BASIS OF RULI."lG O."l .<rOTIO.v TO DIS.II/SS.-
(Aj /,V G£SZR...J..L - The court sholl rule on a mOlion (0 

dismiss filed under subsection (0) solely on the basis of tne 
pleadings of the parties mode pursuant (0 lr.:·s scc~ion ond 
eny oiTldol'ils sub...,illcd by che parties pursuant to this sec' 
tion. 

(8) MOTIO.v ron SUM.I/.-I.RY JUDGME,vT. -,volu:ilnslond. 
'in!] Ofl,v other prol'ision oi low, if the cOl;1r( determines that 
Ihe p!.=odings cnd 0lijdcl'i:s mode b,v parties pursuant to 
this scction rois(! genuine issues as concerning material 
(ocrs u,irh respect (0 a malion concerning contractual re' 
quin:mcnts and speciFications. fhe court mo,v deem the mo' 
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l!'on (0 dism:"ss (0 be a motion {or surr:mc.-:: judgmer.t f:1ad~ 
purs~cn.( 10 subsection (dl. 

e (il S U.\(.I«il Y JUDG.II ".\7.-
(II Is GE.v£?.4..L-

(AI B.'SIS Fail ".\TilY OF JI.:DG.'·/".'T. -.-\ biomc:uicls 
supplier sr.ell be er.lilled (0 entr./ oijucgrr.eni u:ithout trial 
if Ihe court finds tnert is no genuine issce as cQflcernins 
any materiel fact for each c.:Jpliccb/~ e!errur.t set /on;' in 
paragraphs (1 J and (2J oi sec!!or. 205fd). 

(EI ISSUES OF .1/.'T"ilHL 7.. CT. - IVilit resp<cl 10 c fnd· 
ing made under subpcrcgrcpil (.4.J, rn.e cour. sitell consider 
c genuine issue of meterial reel (0 c.=is( on(v if (he Cl'idznce' 
s!Jom;tted by claimcnt LJ.·ould be sufficient (0 aI/au' 0 re':1' 
sana ole jury 10 reech. C L'crdicf for fn: clcimcnt i/ the jury 
found the eddence (0 Of! credible. 
(21 DlscoI::?)' .I~·VE ??Ior TO .' ReUSG OS., .'10TIOS Fan 

SL'.\{.\fA.RY JI...'DG.\(£.'T. -1,: under cpplic=ble rules. rne c~L:rf per· 
mits ducoL'ery prior to 0 ruling on 0 motion ,or .summer), judg. 
ment IT!cd( pursucn( /0 (r..i.s .suostc!ion . .such c'i"scot'try' shell be 
limited solely 10 t:.,S(cblisi:ir:g c.-nether c eer.r.:ine issue of mele· 
riel (eef e=i.s(s cs 10 (h( cpplic:Jolc dements .set {ortn in pera· 
grap;"" (1 I end (:l) of s<clion :105rd). 

(J) DISCovl:ilY "'7TH ?l:S?f:CT TO .' 310.'~"l:ill.'J..S St·?· 
PUrR. -r\ bi::Jmc(cr:'clS s!1pplicr snell ~e subj~-:: to discn'cry in 
conr.c~!jon u·jlh C motion .sc~;;:·::s c:·smis.sol or .surr.mery jueg· 
men! or. (ne !Jesis 0/ Ihe i'-'=P?licebilicy 01 s(':::on '205fd, ?r tr.(' 
foilure to ('s/eo/ish (hc cp.:Jliceoh c/cmrn!s of .scc:iofl :!O.5fdl 
solely fo Ihe C=leflt permitted ,b." the c.:Jpiic:;olc redc:rci or Ste!e 
rules {or CiscoL'ery cgoir:s( r:onpor::cs. 

rJ.. (II ST.;)' ?!:."DISG P!:T!T!O.v ,OR D::CL<il3TI0.v.-lf 0 c!cimcnl 
nes filed a pen"tion. (or a dec/orotion pursucn( to section. 
'205(01(31(.4.1 c;jrh respece to a ccjcn.dcr:f. end the Seerela,:' nas not 
wucd a finel decision 011 (he petition. (hc court snail .HoX all pro· 
ccedings u';rh rcs?t:ct (0 lhal deiendant until suen (ime as the Sec· 
n:tary hcs is.sued a (incl d.t:cisiol1 on the petition.. 

IP li q ""'v·,-,'C7"e',,_.t Co .• !) ....... ar PP.8CZE:J •. I (J. 1 .. _ llO"J/~C 
(b e" of 00 ;-'.?'gQ( '~Of ip f t , cao;,c.: 0/ on r' ,,,.,g gd. 1', 
':.:J .:tlc sholl P(' PC" tJ'IICO' to rile ae J ..... w'c ... 0 P ". cd: .. C" a i.' 

-+0(':"' .. ;IQ .. cpmp,_ . j' dgqlen' o~ dic ..... ,·u ... 1 ,.:r d b) ... biUlolOjlllcb 
:7tIpp(ig. ''';''0 if a ck(, .. c'a',( .. ne'o .. rJ..: t !(:~/i(J '/. r!: 0 lCa,""c" 
d'"d Oil] o.'''u dc( .. "a'u It ;i. JO ..... OC::B I eQ'C~ io'o 0 !'oUd cnd apt r; 
tools i'Bn' 0 .. (::",1.' o.!., CU .. LiI( b e'c e !:t 1 .'~J.. fCC ....... • ..... ~· .... r og' ceo-

Iv oe ... , , ... ( cos,' 0/ Joc.l • r'i occ.-':"c Oi ij '3 ild· c' c"c~ ?'OQIQdi'l2' 
e ·tt)'-\ TTOI1,\'::r Fr£.s. - Thc court snail require the c/oimonl (0 
compensate the biomo(cr,'o/s .supplier (or a manu{acturer appearing 
in lieu of a "supplier pursuant 10 suosection I{I' {or at[orncy {ees and 
co:;(s. if-

(II (he clermcnt named or joined Ihe biornalcricls supplier: 
end 

f2J (he court {ound (he c!cim C~Ci":;1 (he oiomcterials 511.0' 

plicr..to- j • 11 i .... ool ., .. c,,, . ..' ,'1 n c,'::; ... J. > 
II·O.\' clearly without merit 
Olldjrit'ololfJ althe lillie 
thr..: c!oim \I·O.'i brollghl. 
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JAMES S. BENSON 

EXECUTIVE VICE PRESIDENT. TECHNOLOGY AND REGULATORY AFFAIRS 

April 17, 1997 

Mr. Bruce Lindsey 
Assistant to the President and Deputy Counsel 
The White House 
Second Floor, West Wing 
Washington, D.C. 20500 

Dear Bruce: 

7"" .L.cT L.. ~ L~ 
'-;t> ~icJl fVIIViriW--

At our March 10 meeting during which we discussed the need to act quickly to enact legislation 
ensuring continued access to biomaterials and components, you expressed a desire for more 
background on the FDA process. In particular, you sought assurances that the process was 
sufficiently rigorous so that with passage of the Biomaterials Access Assurance Act, the public 
could be certain that all materials, components, and implantable devices were safe and 
efficacious. As promised, I am enclosing a description of the FDA device review and approval 
process with emphasis on how it addresses the safety, quality, and purity of materials and 
components. 

We appreciate your understanding of the legal implications of expanding the bill to include 
"willfully negligent" suppliers, which as you know, could have the unintended effect of 
allowing discovery each time such allegations were lodged. The legal and other costs associated 
with discovery are among the very reasons suppliers of materials and components are leaving the 
implantable medical device market. 

As the enclosed analysis describes, the FDA review process specifically addresses the concerns 
raised by A TLA regarding the hypothetically willfully negligent supplier. At each and every 
step, the FDA process ensures the safety, quality, and purity of the materials and components 
that are used in the manufacture of implantable devices. In short, the Food, Drug and Cosmetics 
Act holds device manufacturers responsible for demonstrating the safety and efficacy of the 
materials and components, and, more important, the device as a whole. 

Frankly, we believe the hypothetical situation of a "willfully negligent supplier" is impossible 
since the supplier is simply responding to extremely detailed material or component 
specifications developed by the device manufacturer. Should a problem with the materials or 
components occur, it would either prove to be the fault of the device manufacturer in the 
development of their specifications, or a failure of the supplier to live up to the specifications. 
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r. Mr. Bruce Lindsey 
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In either case, the proposed biomaterials legislation would hold the appropriate party responsible 
for damages. In the first case, the manufacturer would clearly be at fault. In the second, the 
legislation clearly covers suppliers who fail to meet contract specifications. 

Finally, even if the supplier were to make representations about the safety of its materials or 
components, the supplier cannot reasonably know how the manufacturer will process or apply 
the materials and components in a particular device. For these reasons, the FDA requires the 
manufacturer to do its own safety and bench testing of materials and components as they will be 
processed and used in the device. For example, lithium is highly toxic and yet lithium batteries 
are preferred for implantable devices because of their superior longevity as a reliable power 
source. When encased in a hermetically sealed canister, such as a pacemaker, a lithium battery's 
toxic qualities are negated and more important, help eliminate the need for an invasive operation 
to replace a device simply because its power source has lapsed. 

For your interest, I am also enclosing a recent article from the WashillRtoll Post which speaks to 
the critical importance of implantable devices in our health care system as well as a recent 
Washington Post editorial that favors passage of the biomaterials legislation. You may also be 
interested in the findings of a recent report commissioned by HIMA (see enclosed summary) 
which has concluded that the biomaterials shortage is growing and mllst be addressed if we are 
to ensure American patients continued access to implantable devices. 

In closing, I believe our meetings have been productive and I look forward to further discussion 
with you. Please don't hesitate to contact me if you have any questions about the FDA review 
process. 

cc: Elena Kagan 
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FDA DEVICE REVIEW AND APPROVAL 

Note to the Reader: Vertical lines in the left margin indicate passages particularly relevant to 
FDA evaluation of materials and components. 

INTRODUCTION 

This presentation describes the regulatory requirements that medical device manufacturers must 
meet before they may lawfully distribute their devices in the U.S. The focus will be on how the 
regulatory framework that governs all aspects of device development and commercial 
distribution addresses safety issues related to the device's materials and components. 

A clear understanding of the FDA regulatory framework-including both manufacturer and FDA 
responsibilities-will lead to the realization that the medical device manufacturer, and no other 
party, is fully responsible for demonstrating to the Agency the safety and effectiveness of the 
device. 

1.0 MEDICAL DEVICE LEGISLATION AND REGULATION 

In the 1970s, as Congress was considering granting FDA specific authority to regulate medical 
devices, it was clear that any new authorities would have to provide a regulatory framework that 
would apply to a broad range of medical technology posing a wide variety of potential risks. 
Recognizing that a demand for absolute safety could paralyze the practice of medicine, Congress 
sought a regulatory framework that would provide a reasonable assurance of safety and a 
reasonable assurance of effectiveness for medical devices. This standard of reasonable safety 
and effectiveness has, over the past two decades, proven to be a strong safeguard for the welfare 
of the American public. 

The result of this Congressional action, the Medical Device Amendments of 1976 (MDA), 
established regulatory obligations-violations of which are punishable by civil or criminal 
penalties-that govern the manufacture and distribution of all medical devices in the U. S. The 
MDA established a system in which FDA classifies medical devices according to relative risk 
and when they were placed on the market. In addition, depending on the classification, FDA 
either clears or approves them for market. Under this system, all devices are described as 
"preamendment" and "postamendment." A "preamendment" device was commercially 
distributed prior to the MDA enactment date, May 28, 1976; a "postamendment" device was 
commercially distributed for the first time on or after May 28, 1976. 

1.1 Medical Device Classification System 

The MDA further subdivides medical devices into one of three device risk-related classes. The 
level of regulatory control is then commensurate with the risk posed by the device. There are 
three device classes: 
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• Class I - The simplest devices presenting the lowest risk. They are regulated using 
General Controls and limited FDA review. Examples: Tongue Depressors, Bandages. 

• Class II - Present a spectrum of risk and make up the bulk of medical devices. They are 
regulated using Special Controls. The intensity of review and the degree of control 
imposed are commensurate with risk. They are cleared for market. Examples: Hip 
Protheses, Catheters, Sutures. 

• Class III - Present the highest level of risk and make up the smallest number of devices. 
They are regulated through intense Premarket Approval scrutiny of safety and 
effectiveness data and are approved for market. FDA may also require postmarket data 
collection. Examples: Heart Valves, Pacemakers, Vascular Grafts (Synthetic Arteries 
and Veins). 

1.2 Substantial Equivalence 

The MDA mandated FDA to classifY all preamendment devices. Classification is an intensive 
process, open to public participation through notice-and-comment rule making. The process 
evaluates the probable risk and benefit for each device to determine the appropriate level of 
regulatory control. 

According to the MDA, all postamendment devices are automatically Class Ill. Formally, a 
device manufacturer submits either a premarket approval application (PMA) acknowledging that 
the device is Class III or requests a classification decision from FDA. The result of a 
classification decision is that the device is either ruled "substantially equivalent" to a 
preamendment device (i.e., it is cleared for market), or not "substantially equivalent" (i.e., a 
PMA is required). 

The process for clearing devices through a substantial equivalence decision was described in 
Section 5to(k) of the MDA and is generally referred to as the 510(k) process. Originally, the 
MDA required Class II, i.e., 51 O(k), devices to be compared to a preamendment device. It also 
mandated FDA to develop and issue performance standards for all Class II devices. However, 
because in most cases newer devices are the result of refinements and further development of 
preamendment devices, FDA cleared them based on comparison to currently marketed devices. 

In 1990, Congress codified current procedure when it passed the Safe Medical Devices Act of 
1990 (SMDA). Now, a 51 O(k) device can be compared to any legally marketed device, and 
Class II devices can be regulated through the use of Special Controls, which can include either 
FDA generated standards or voluntary consensus standards. 
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1.3 Preamendment Class III Devices 

When the MDA was enacted, preamendment Class TIl devices were permitted to remain on the 
market. These devices had posted a long record of safe us~in some cases more than twenty 
years-and to do otherwise would have deprived the American public of vital medical care. 

In 1990, Congress passed the Safe Medical Devices Act of 1990 (SMDA). SMDA required 
FDA to call for PMAs for preamendment Class III devices and set deadlines for Agency action. 
As a result, FDA ordered manufacturers of preamendment Class III devices to submit 
information for the Agency to use to decide whether to call for PMAs or downclassifY the 
devices. FDA has subsequently called for PMAs for 41 devices and announced its intention to 
downclassifY several others. 

2.0 PREMARKET EVALUATION PROGRAM 

FDA's Office of Device Evaluation (ODE) oversees the premarket evaluation of medical 
devices. The process is directed by a variety of internal documents (i.e., "Blue Book" 
memorandum) that establish policy for handling reviews to assure the comprehensiveness, depth, 
credibility, and integrity of all device reviews. The policies are complemented by numerous 
guidance documents that are publicly available. Because MDA places on the manufacturer the 
ultimate responsibility to produce the information or data required for device review, 
manufacturers use these documents to guide the preparation of their submissions for device 
approval or clearance. ODE's premarket evaluation of medical devices is indisputably the most 
rigorous in the world. 

2.1 Safety Testing of Materials as Part of Premarket Evaluation 

For many medical devices, implants in particular, materials of manufacture are critical to safety 
and effectiveness. Indeed, manufacturers devote considerable attention to determining the 
suitability of the materials and components used in their devices. Whether a specific device is 
being reviewed on the 51 O(k) pathway or the PMA pathway, FDA requires manufacturers to 
submit data on many materials issues, including chemical identity and purity, toxicological 
effects (biocompatibility), degradation, strength, susceptibility to stress, surface finish, and 
permeability, among others, as appropriate. Frequently these data are generated using national 
or international consensus standards. When data are needed but relevant standards are not 
available, FDA stipulates the testing requirements and criteria. FDA then reviews both the test 
protocols and the test data. 

FDA places a high priority on the potential toxicological effects of medical devices, particularly 
implantable devices, using materials that come in contact with bodily fluids or tissues. 
Manufacturers of such devices must submit comprehensive data addressing any potential toxic 
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effects that might be caused by the material as used in a specific device, taking into account the 
manufacturing process for that device. 1 

2.2 Master Files 

Under the MDA, the manufacturer is responsible for supplying all safety testing data. However, 
there is frequently basic proprietary information on commercial materials that materials suppliers 
want to hold confidential. To accommodate the device manufacturers' need to supply 
information to FDA, suppliers place this information into an FDA Master File maintained by the 
supplier at the Agency. The material supplier then authorizes its customers to reference the 
Master File in the customer's submission. This allows FDA access to the data while maintaining 
its confidential and proprietary nature. 

Some suppliers also generate biocompatibility data that they publish in the open scientific 
literature. Manufacturers often use both Master File data and published data to facilitate device 
development. However, the information in the Master File must be supplemented with data 
specific to the device in question to account for the generality of the Master File data. The 
device manufacturer must also validate the relevance of Master File data to the manufactured 
device through: 

• quality assurance testing of purchased raw material, and 

• biocompatibility testing on material that has been subjected to the device manufacturing 
processes, and possibly biocompatibility testing of completed devices. 

2.3 Premarket Notification [510(k)] 

As described in Section 1.0, the cornerstone ofMDA's regulatory system for classifYing 
postamendment devices is Section 51 O(k), which requires first time device marketers to obtain 
FDA clearance before introducing into commerce a device intended for human use. FDA 
reviews Premarket Notifications, commonly referred to as a "51 O(k)s," and finds the device 
either "substantially equivalent" or "not substantially equivalent." 

Equivalence here refers to a predicate device, a legally marketed device to which the 
manufacturer claims equivalence. A substantially equivalent ruling means the device satisfies 
the same standard of safety and effectiveness as the predicate device. A finding of not 
substantially equivaleJ1/ retains the device as Class III and makes it subject to the Premarket 
Approval process (see Section 2.4). 

1 FDA's Office of Device Evaluation (ODE) fmmal guidance concerning biocompatibility testing was 
initially described in Blue Book Memorandwn G87 -I, which establishes as official guidance the international 
standard ISO-I 0993, Biological Evaluation of Medical Devices Part I: Evaluation and Testing (revised in ODE Blue 
Book Memorandwn G95-1; 01 May 95). 
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Since most device submissions to FDA represent incremental improvements and refinement to 
existing devices, as many as 98% of devices are cleared through the 51 O(k) process>' This 
process requires the manufacturer to supply data on design, manufacturing, and safety and 
effectiveness testing adequate to permit FDA to make a reasonable decision based on good 
science. The Agency may also request clinical data to support a submission. 

Significantly, in SMDA, Congress reaffirmed its commitment to the 51 O(k) device review 
process by updating it to incorporate current FDA practice3

. This process requires FDA to 
examine, in a step-wise fashion, issues directly relevant to the assessment of the safety and 
effectiveness of each device4

. For any device that is an implant or that otherwise comes in 
contact with the body or body fluids, the 51 O(k) review process requires that there be an 
examination of the materials of manufacture and the biocompatibility of those materials. 

FDA clearance of a device through the 51 O(k) pathway requires that the manufacturer have a 
good record with respect to compliance with the FDA's Current Good Manufacturing Practices 
regulation (CGMP) (see Section 3.0). After a device has been cleared for marketing by FDA, 
subsequent modifications of the device must be evaluated for the need to submit another 51 O(k) 
for the modification. The MDA requires that a 510(k) be submitted for any change or 
modification in the device that could significantly affect the safety or effectiveness of the device, 
(e.g., a significant change or modification in design, materials or components, chemical 
composition, energy sources, or manufacturing process'). 

2.4 Premarket Approval (PMA) 

The PMA pathway for market clearance is even more rigorous than the 51 O(k) pathway. When a 
device undergoes PMA review, additional Agency attention is given to safety and effectiveness 
issues, including those related to device materials. In addition to submitting safety test protocols 
and data, the device manufacturer must assert that all safety testing was performed in strict 
conformance with the Good Laboratory Practices regulation (designed to ensure that laboratory 
practices are consistent and appropriate leading to reliable test results) or explain the deviations. 
Thus the device manufacturer has even greater and more focused responsibility in assuring the 
validity of submitted safety data. 

2 House Report 101-808 (10 I st Congress. 2d Session) accompanying House passage ofH.R. 3095, the Safe 
Medical Devices Act of 1990 (pL 10 1-629). 

3 SMDA changed the 5 I 0(1<) standard from equivalence to a preamendment device that was on the market 
prior to MDA to equivalence to a currently legally marketed device. This change reflected the realities of current 
FDA practice. Thus the substantial equivalence process now compares devices using current technology. 

4The fundamental, systematic process by which FDA reviews and makes clearance decisions on 5 10(l<)s 
was fIrst documented in the ODE Blue Book Memorandum K86-3, dated June 30, 1986. 

'The most recent guidance covering such changes is contained in ODE Blue Book Memorandum K97 -1, 
dated January 10, 1997. 
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FDA approval of a device through the PMA pathway requires that the manufacturer pass an FDA 
pre-approval CGMP inspection (see Section 3.0). After a device has been cleared for marketing 
by FDA, any subsequent modification of the device must be approved by FDA prior to being 
implemented. Such changes include, but are not limited to: 

• use of a different facility to manufacture the device; 
• changes in manufacturing facilities, methods, or quality control procedures; 
• changes in sterilization procedures; and 
• changes in performance or design specifications, circuits, materials or components. 

3.0 GOOD MANUFACTURING PRACTICES REGULATION 

Since 1978, FDA has had a Current Good Manufacturing Practices (CGMP) regulation 
implementing authorities in MDA governing the manufacture of devices. In addition, SMDA 
gave FDA explicit authority to add preproduction design controls to the CGMP. In 1993, FDA 
proposed extensive revisions to the CGMP regulation. The agency's goals were threefold: 

1. To implement the new SMDA authority; 

2. To increase FDA's effectiveness in enforcing other aspects of quality assurance in the 
design and manufacture of devices; and 

3. To harmonize its regulation with those of foreign governments and with international 
standards. 

The Good Manufacturing Practice final rule was published in October 1996 and will go into 
effect June 1, 1997. 

The new rule requires each manufacturer to have a comprehensive and detailed quality assurance 
system. The rule affects every aspect of design and manufacture of medical devices. The 
requirements specifically address, among other items, design controls, purchasing controls, and 
production and process controls. These directly affect and control the selection, qualification, 
and documentation of raw materials for the device being designed. Compliance with these 
requirements provides assurances to the manufacturer and to FDA that a selected material meets 
its specifications for identity and purity before being incorporated into the manufacture of the 
medical device. 

Likewise, the new rule directly affects and controls the design and manufacture of component 
parts, including selection, qualification, and documentation of component manufacturers and of 
their quality systems, and similarly provides assurances that the component parts meet their 
specifications before being incorporated into the manufacture of the medical device. 

One cannot overemphasize the fact that these regulations place responsibility directly on the 
medical device manufacturer to employ a detailed, comprehensive, integrated approach to 
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quality assurance for the design and manufacture of its devices. The required elements include 
management responsibilities, quality audits, personnel and training, design controls, document 
controls, purchasing controls, identification and traceability of product to facilitate corrective 
action, production and process controls, acceptance activities (including receiving, in-process, 
and finished device acceptance), a means of dealing with non-conforming product, and 
corrective and preventive activities. All of these elements have direct bearing on the quality and 
safety of materials and components used in medical devices. 

3.1 Safety and Quality Assurance of Materials and Components 

Several areas of the new CGMP regulation specifically address the fitness for use and consistent 
quality of materials and components: 

• Design Controls - Manufacturers must have in place a system to ensure that device 
design is performed in an orderly, scientific manner so that design decisions can be 
traced, justified, and understood. Part of product design is the selection of appropriate 
materials and development of the necessary specifications to ensure that the chosen 
materials are appropriate for the intended use. 

• Supplier Qualification - Manufacturers must have in place a system to document that 
materials and component suppliers are capable of supplying materials specified in 
purchasing agreements (i.e., contracts) in a continuing and reliable manner. 

• Materials Acceptance - Manufacturers must have a system in place to ensure that 
incoming materials meet the manufacturer's specifications for those materials. 

• Product and Process Verification - Manufacturers must perform appropriate tests to 
ensure that materials, components, final products, and the processes used in 
manufacturing them are appropriate and consistent. 

The requirements of the new CGMP regulation also extend well beyond the product 
approval/clearance processes to the product's foreseeable lifetime to ensure that the 
manufacturer produces devices that are true to the original specifications. 

4.0 POSTMARKET CONTROLS 

In addition to the premarket evaluations performed before a device can be marketed, and the 
CGMP system that must be in place for the design and manufacture of the device, there are other 
responsibilities placed on medical device manufacturers to assure the safety and effectiveness of 
their devices. These include a variety of tracking and reporting requirements to ensure that a 
device manufacturer can locate certain high risk devices throughout their useful lifetimes, and 
for all devices to capture information on adverse events. 
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5.0 CONCLUSION 

The MDA, SMDA, and implementing regulations and practices of FDA place responsibility 
exclusively on the medical device manufacturer for the safety and effectiveness ofthe medical 
devices it produces including the selection, quality and purity of materials and components. This 
responsibility is comprehensive and explicit, and the device manufacturer cannot delegate it. 
Through its premarket evaluation program, FDA examines data submitted by the device 
manufacturers, decides whether the assembled data supports a reasonable assurance of safety and 
effectiveness, and ultimately decides whether the device should be permitted access to the 
market. Through its inspection activities and postmarket monitoring activities, FDA requires 
that device manufacturers manufacture and distribute only devices having the safety and 
effectiveness described in their premarket evaluation submissions. 
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THE WASHIl'iGT07' POST by Rick Weiss (4IlSpA2) 

De\ice Outperlonns l\ledicine 
fu Abnonnal Heartbeat Study 
Doctors Suggest Patients Consider SU'itching Treatment 

By Rick Weiss 
.~,. Sa!! "mer 

Researchers have halted a large study 
that compared commonly prescribed heart 
drugs to an implantable device that corrects 
abnormal heart rhythms. saying the electri· 
cal device is clearly superior and people tak· 
ing the medicines should consider switching 
to the device. 

The three-year study. sponsored by the 
National Heart. Lung and Blood Institute 
(NHLBI), was the first to compare the two 
most popular approaches to treating abnor· 
mal heart rhythms, or arrhythmias. which 
cause an estimated 350,000 deaths every 
year in the United States. ' 

Doctors said that patients taking the 
medicines-am.iodarone (brand name Cor
darone) or sotalol (brand name Betapace)
should not stop taking the drugs but should 
talk to their doctors about SVlitching to the 
device, called an implantable cardiac defi. 
brillator. 

The defibrillator, about the size of a pack 
of cigarettes, is tucked surgically beneath 
the skin below the left collarbone and sends 
a rhythm-correcting shock to the heart 
when it detects a dangerous rhythm abnor
mality. 

"This will literally revolutionize our initial 
treatment for arrhythmia patients," said 
Douglas Zipes, chief of cardiology at Indiana 
University School of Medicine and chairman 
of the steering committee that oversaw the 
study. 

Zipes said the device's superiority over 
drugs was especially apparent dwing the 
first nine months after an inltiaJ diagnosis of 
arrhythmia. As a result, he said, people who 
have recently begun taking drugs for this 
problem should "maybe walk a tittle more 
quickly to their doctor." 

People who have been on the drugs for 
two or three years may decide with their 
doctors not to make the change, Zipes said, 
although the study suuests that even after 
three years the device prevents more 
deaths than the drugs do. 

The total cost of getting an implantable 
defibrillator, including hospital charges, is 
about $66.600, said Eleanor Schron, the 
study's project director for NHLBI. By con
trast, it costs about $34,000 to get started 
on drug therapy; most of the costs for the 
drug option come from the many days of 
hospitalization required while an exact dose 
is determined for each patient. 

Every year more than 20,000 Americans 
get defibrillators installed in their chests, 
Schron said. and about an equal number opt 
for drug therapy. The implants are given to 

patients with either ventricular fibrillation, 
an abnormal quivering of the heart, or ven' 
tricular tachycardia, an abnormally rapid 
beart rate-both of which can block·the 
ability to pump blood. Both options are gen
erally covered by insurance. 

Although the current study looked only at 
death rates, Schron said, the NHLBI is now 
conducting a cost-benefit comparison to de
termine the total costs-or savings-that 
might come v.ith a global switch from drugs 

"This will literally 
revolutionize our initial 
treatment for: arrhythmia 
patients. " 

- Douglas Zipes, 
cbairrnan of study's steering commrt:tee 

to devices. A separate study will consider 
quality of life issues. . 

Both drugs can have serious side ef{eCIl;, 

including fatal lung problems and liverda';'· 
age. Implantable defibrillators are relatively 
free of side effects, although they occasioO
ally zap the heart .. ithout a good reason. 
"It's a mule kick in the chest." Zipes said. 

In the NHLBI study, half the patients re.
ceived a defibrillator and the other half 
were given one of the two drugs. The gov~ 
emment stopped the trial April 7, eve,; 
though it was still 200 people short of its 
l,20().person enrollment goal, because aD 
early analysis of the data showed signifi
cantly better survival rates in those wbc 
had the devices. 

After one year. there were 38 percent 
fewer deaths in the group of patients that 
got defibrillators compared with the group 
that got a drug. After the second and third 
years, the defibrillator group had 25 per. 
cent fewer deaths than the medicine group. 

Implantable defibrillators can be placed 
inside the chest in a relatively simple surg;. 
cal procedure with a local anesthetic. Bat' 
tenes last from three to five years, and.can 
be changed "Iickety split" under local ....,.. 
thesia, Zipes said. 

The NHLBI, an institute of the Natiooal 
Institutes of Health, announced the findings 
yesterday in a. press release and said re:
seMchers will describe details in New 0[. 
leans early next month at • meeting of the 
North American Society for Pacing and 
Electrophysiology. ' 



THE ',\'ASHINGTON POST EditoriaJ (4114pAI6) 

Silicone Exemption 
ONE OF THE more dangerous side effects 

of the toxic legal-medical tangle over 
breast implants has been the growing skit

tishness it inspires among makers and suppliers of 
the. raw mate.'iaJ silicone, who fear, Dot entirely 
without basis, that tbey could somehow be drawn 
into liability cases based on these or otber silicone 
devices. Were this skittishness to get too wide
spread, representatives of the industries that make 
silicone and otber "biomatef.als" keep "'-a.-ning, com
panies might pull out of tbe business of supplying 
tbem. leading to life-threatening shortages of such 
de\ices as replacemeDt joints and shunts to dniD 
liquid. 

. That argumeDt is tbe basis for lelPsJation recently 
introduced in both House and Senate at the urging of 
big biomaterials companies-Dot just Dow Chemical, 
",'hich has be<-...n suerl in connection ",ith breast 
implants. but such chemical giants as DuPont-to 
create liability protection for tbe makers of biomate
rials except under certain circumstances of willful 
baIm. 

You could argue that tbese fear.; are overblown, 
particularly in the wake of several coun ruliDgli 
agreeing that breast implant victims may not sue for 
or recover damages from Dow Chemical Co., parent 

company of implant maker Dow Coming COl? and a 
major developer of silicone before its use in breast 
implants was contemplated. Still. justifierl or not, 
companies' fear.; of liability can set off unmanageable 
ripples. 

What's interesting about these bills is that both 
include a so-called "carve-out" pro\ision stipulating 
that none of the protections in the nell. law would 
app;y to breast implants. This is because, as support
e.'"S of the bill agree, yean of efforts to get a hea:ing 
OD the biomaterials problem have gone nowhere out 
of fea.'"S that such liability protection could become, 
or simply appear to be, a back-door "'0)' of clearing 
the makers oi breast implants . 

The legislation, sponsorerl by Sens. Joseph Lieber
man and John McCain. has been pusherl "'ith a 
fanfare by medical supply groups ;hat point to new 
surveys of worrierl companies and predict disaster if 
the bill is not passerl. Besides patching a problem, 
passing the measure would have an adderl advantage: 
It ""ould take a genre of othef"'ise unrelaterl horror 
stories and object lessons off the table and out of the 
debate still raging on implants' saiery and liability. 
Just for that, it ma)' be worth doing. The implant . 
fiasco has far too man)' extraneous mane.'"S mixerl up 
in it already. 
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KEY FINDINGS 
1997 ARONOFF STUDY 

Patient Access to Lifesaving Devices Is Increasingly Jeopardized 

A new study, "Biomaterials Availability: A Vital Health Care Industry Hangs in the 
Balance," conducted by New York-based Aronoff Associates, reveals that at least 75 percent 
of suppliers of biomaterials used to make medical implants-heart ,valves, pacemakers, 
catheters, artificial blood vessels, and sutures-have banned Sales to U,S. implant 
manufacturers. Most of those that still supply are seriously evaluating whether they should 
continue to do so. This change reflects a 40, percent drop in the percentage of suppliers 
willing to sell to the permanent implant market since 1994. 

The study is an update of a similar report released three years ago by the same research 
group. Both studies were commissioned by IflMA to determine the impact of a biomaterials 
shortage on patients, doctors, and the medical device implant industry. Both focused on the 
same three widely-used materials: PET polyester yarn, polytetrafluoroethylene, and 
polyacetal resin; this study also included ultra high molecular weight polyethylene. 

• The study found that the risk of legal liability was a key factor for 100 percent of 
suppliers in deciding whether to sell to the implant market. The perceived risk, 
combined with the small market size for implants-from .002 to 3 percent of the total 
market for these materials-is more than sufficient reason to discourage most 
suppliers from entering this market. It also keeps those companies currently in the 
market constantly reviewing whether it makes sense to remain in the implantable 
device market. 

• Under current U.S. liability law, suppliers may be,brought into the litigation process 
and potentially held liable for huge damage awards, even though they were not 
involved in the design, manufacture, or sale of the implant. U.S. courts have held 
that suppliers are not liable, yet it can cost millions of dollars to defend and win these 
lawsuits. 

• One supplier, DuPont, who has subsequently halted sales to the implant market, spent 
$8 million annually over a five-year period defending and winning liability cases 
arising from the use of its material in a jaw implant-even though there was only a 
nickel's worth of the material in each implant. As the study fmdings suggest, the 
profit margin for suppliers who are sued does not justify-nor remotely cover-the 
cost and risk of a liability lawsuit. 
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The President of Dupont, Mr. John A. Krol, has s~ted that if and when 
biomaterials legislation protecting suppliers of materials used in implants is . 
passed, DuPont will again supply the.implantable device market. Because 
many in the supplier community look to DuPont for leadership, passage of the 
Biomaterials Access Assurance Act should substantially ease the biomaterials . 
shortage. 

• According to the Aronoff stuoy, manufacturers of implants ate currently receiving 
their supply of biomaterials through four sources, all of which are tenuous at best: 

• Stockpiles. Between 67 and 75 percent of implant rnakers (depending on the 
specific material) are dependent on the use of stockpiled materials for the 
production of one or more products. Stockpiled materials will last as little as 
eight months for some products and up to ten years for others; however, this 
can give rise to a false sense of security. Some materials deteriorate or change 
sufficiently in storage so that they become useless, and accidents have 

· occurred that destroyed stockpiled material. 

• Agreements thOt meet the "liability risk control" standards of existing 
supplier. In all cases where suppliers are willing to sell to an implant maker, 
it)s under highly restrictive conditions-including an indemnification 
agreement and liability insurance coverage acceptable to the supplier. 
Liability insurance of up to $100 million for each implant has been cited by at 
least one supplier. All of these agreements are also under constant evaluation 
by the suppliers, and by their very structure, exclude, smaller compaIlies. 

Alternate Suppliers. Some companies have made supply arrangements fOf key 
materials with alternate suppliers where an alternate supplier actually exists, 
and the prospective supplier is willing and legally able to supply for permanent 
implants. In some cases, the material may be unique and no alternate supplier 
may exist. In other cases, an alternate may exist, but due to' a licensing 
agreement or' other legal constraints, be unable to sell into the U.S. market for 

· any purpose. Where an alternate exists and is willing and able to sell to U. S. 
manufacturers, it is under highly restrictive conditions, including 

· indemnification agreements and liability insurance coverage acceptable to the 
supplier. Sales may also be restricted to companies having minimum sales of 
$1 billion, again, a condition which excludes smlill and medium-sized 
companies. 

• Work-Arounds. The direct customers of the materials supplier are often 
converters who process the materials into another form or distributors who act 
as middlemen in selling to the manufacturer. As needed materials have 
become restricted for implants, some manufacturers have obtained exactly the 
same materials they have used for years from these third parties-a route that 
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permits traceability in accord with FDA regulations. However, as suppliers 
become aware of such arrangements, they are discontinued. 

Stockpiles of some materials will reportedly run out in eight months, while other 
stockpiles may last up to ten years. 

There will be a narrowing of choices for doctors in providing the best treatment for 
patients as certain implant products disappear from the market. One such product 
documented in the study-an implant used in spinal surgery-will disappear from the 
market by the end of 1997. There will also be a disappearance of ancillary products 
and products made by small and medium-sized companies. In some cases, product . 
lines will be acquired by large compani~s having the material supply to support them. 

Manufacturers have been, and will continue to divert resources away from research 
and development of new and innovative products towards the search. for a valid 
replace~ent material for existing products. 

Advanced devices based on new or existing materials may be marketed' only outside 
the U.S. to reduce the risk of mass lawsuits involving thematerials supplier. This 
means the American public may fmd itself deprived of the latest generation of 
lifesaving devices, while patients overseas benefit from the best the U.S. implant 
industry has to offer. 

There are numerous cases where the liability issue has affected the supply of a wide 
variety of materials and components used in vital implants. Among the items used in 

. pacemakers, heart valves, ,and catheters, for example, that' are difficult, if not 
impossible to obtain, are: 

• electronic cornponents and circuitry 
• specialty electrical wires 
• lithium used in batteries 
• films used for flexible circuitry 
• coloring agents 
• specialty glue 

• Special materials developed by multinational suppliers that are not on the open market 
will be unavailable to most companies large and small. Any availability will favor 
large companies that can meet indemnification requirements. Products based on such 
materials may be restricted to non-U.S. sales. 

. • Research interaction between major materials prOducers and implant manufacturers 
has been virtually halted, a trend that is likely to continue due to liability fears. 
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• Small independent companies-that have been able to enter and compete in the market 
on the basis of innovative products-are crippled due to an inability to obtain 
materials. Start-up companies that require materials that have been restricted for 
implant use will be unable to enter the market as independent companies. If they do, 
they may be forced into joint ventures or partnerships with" other companies, foreign 
and domestic, with the fmancial muscle to deliver on indemnification agreements. 

• Liability factors do not appear to be a significant factor in overseas markets. While 
searching for, obtaining, and qualifying new materials, there will be an inevitable loss 

" of international leadership by the U. S. medical implant industry to its foreign 
competitors. Overseas manufacturers do not have to meet the same conditions as U.S. 
manufacturers because they are not as concerned from the liability standpoint. 
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